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P-ROCGEEDI-NGS

(8:10 A M)
DR PERROITA: Vell, in this ny |ast
nmeeting as Board Chair, | am wondering whether or not

Ben wanted ne out a little earlier because we didn't

bring the gavel. Ve will do this. That is ny
commtnent to this Board. | would like to bring the
fall nmeeting of the Arned Forces Epidem ol ogical
Board to order. I would Iike to wel cone everybody.

This is an odd feeling, so | amgoing to say wel cone
to everyone. I wll do this eye contact thing and
t hen nove on from here.

| appreciate everybody taking time out of
their busy schedul es. W have, as usual, a very busy
agenda. I'd like to start out with welcomng our
honored guests, Dr. Zinble, the President of USUHS
will be here shortly. To ny right is Vice Admral
Dick Nelson, who is the US. Navy Surgeon GCeneral.
Admral, thank you for com ng. | understand that
Admral Nelson will be able to spend a few hours with
us this norning, and we appreciate you taking tine.
If there is anything the Board can do to help you
with your tinme here, please let us know

To ny left renoved once is Ms. Margaret
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5
Thonpson, who is -- | am probably going to call her

our handler for the AFEB. She is in charge of the 14
-- how many -- 15 different conmttees that the Arny
has. she is on the Arny Conm ttee Managenent Ofi ce.

So part of the work that she does is help us get
t hrough the paperwork and give us sone gui dance as a
Board, the Arny handling us.

| understand that President Zinble is
here. Good nor ni ng.

DR ZI MBLE: Good norni ng.

DR PERROITA: I am Dennis Perrotta.
Thank you very nuch for making it.

DR ZI MBLE: M pleasure.

DR PERROTTA: And thanks for hosting us
her e. Let me also express our thanks to our good
friend, Colonel Gary Gackstetter, who has been trying
to escape up there. Gary has been a friend of the
Board and an avid participant for many years. In his

not so new role here, we appreciate your coordinating

our Board. Also, a bit of a note for Mjor Carol
Fi sher, who is over there. Everybody on the Board
knows Carol as a person who has been helpful in

getting us organi zed, which is Iike herding cats.

The good news is that she is here and again is
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hel ping us. The bad news for us and for the Board is
that Carol will be noving to Japan on Thursday, the
day after this neeting, for her new pernmanent station
there. There is a farewell |uncheon for Mjor Fisher
on Wdnesday at 12:30 at the Benihana Japanese
St eakhouse, an appropriate setting. That is at 7215
W sconsi n. And if you would see us about RSVP, we
can give you instructions or details on that.

As you mght expect, a neeting of this
size and all the work that gets done in making sure
that things run snmoothly in spite of the work that I
do, we have Petty Oficer Mtchell, who | think I
just saw. There he is, over there. He is our go-to
man, and we appreciate your work here, sir. | f
anybody has any issues or problens |ogistically,
let's get with Petty Oficer Mtchell on that.

Finally, as you all know, Jean Ward is
wor ki ng behind the scenes. She is at the office, and
we would like to thank her for her admnistrative
support and getting nme ny tickets to get here, which
was quite a feat in itself.

Col onel Diniega, do you want to continue
W th sonme nore of the announcenents?

COLONEL DI NI EGA: Yes. Just a rem nder
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to everyone. The neeting is being recorded and
transcribed. The transcriber is on the right. So we
have m crophones on the table. Try to use the
m cr ophone and nmake sure you speak into them because
he is recording off the audio system

Menbers of the press are present in the
audience for various parts of the neeting. The
snacks, breaks and lunch are in two |ocations. Ve
don't have anything available here in this room but
in the bottom|obby to the left is the cafeteria with
various types of snacks and foods avail able cafeteria
style. You don't wait in line. You just go to
wherever you need to go to get your things and then
you wait in line to go through a cashier. There is a
Navy Enlisted test that is being conducted from 8:00
to 10:00. So during those periods, you can go in and
buy stuff, but you have to leave the cafeteria and
eat it elsewhere. There is also Wlliam IIlIl, which
is a coffee shop/pastry shop/sandwi ch shop deli style
that is in Building C, which is catycorner this way
on the first floor. There are very few tables to eat
on, but they have the big anphitheater-like structure
between the buildings that you can sit on to have

your snacks or your lunch. | amnot too sure if they

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

are allowed coffee in here. Let's don't spill it.
That is why | don't have coffee.

DR PERROTTA: | feel a new subcommttee
being formed, the cl ean-up subcomm ttee, Henry.

DR, ANDERSON: | didn't see any signs.
There were no signs.

COLONEL DI NIEGA:  The sign-in rosters are
out in front at the registration desk. Just nake
sure everyone signs in, so we know who attended the
neet i ng. | have sone phone nunbers for nessages.
The first nunber is at the Departnment of Preventive
Medicine and Bionetrics. That is 301-295-3170.
There is a phone here in the auditorium which wll
ring, so it mght disrupt what is going on. But that
nunber is 301-295-1959. Tel ephones for DSN use --
there is another phone up in the top behind the
projector room and several phones in the |obby near
the elevators and across the lobby on the wall.
Bat hroons -- wonen's are outside in the |obby to the

left and nen's are on the other side of the |obby to

the left.

On the agenda, if you take a |ook at
today's agenda, the agenda is full. So | request
that the speakers -- | remnd the speakers to try to
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stay on tine and al so pl ease nake sure that | have or
Maj or Fisher has a copy of your presentation so we
can include it wth the transcribed mnutes. Carol,
did | forget anything?

I, again, would |ike to thank Col onel
Gackstetter and USUHS for all their support for the
neeting and really acknow edge al so Major Fisher, who
t hrough the past year, although not assigned to the
AFEBMD any nore and assigned to CEI'S, has vol unt eered
graciously to help during the neetings. So she has
hel ped with every neeting during the past year that I
have been the Executive Secretary. Thanks agai n,
Carol. And thanks to Petty Oficer Mtchell, who was
assigned to us yesterday and is doing a great job of
hel ping with the neeting.

DR PERROITA: Dr. Zinble, would you like
to wel cone?

DR ZI MBLE: Yes. Good norning and
welcone to the Uniformed Services University of
Heal th Sciences. |, first of all, Dr. Perrotta, want
to thank you for selecting the University as a site
for this neeting. This appears to be a little bit
awkwar d. W do have sone space limtations, which

may be solved by building E, which we hope will soon
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be in the MLCON queue. But at any rate, any way that
we can acconmpbdate you. W would certainly |ike you
to return. | first learned of AFEB in 1981, when |
becane a flag officer and I was a nedical officer in
the Marine Corps and attended sone neetings at the
old WRAIR.  That roomis mnmuch nore acconmodati ng, but
it is condemmed basically. It is condemmed on the
basis of age. This University at one point in tine
was essentially condemed, not by age, but nore by
short-si ghted budgeteers, who are rewarded for saving
outlay dollars and didn't understand the purpose and
the scope of this University.

W are beyond that now. So we are going
to be here for a while. Again, | am honored that
this body should be here. | want this University to
continue to nmaintain its stature and to grow as the
academ c center of the mlitary health system If we
are to be an academic center, then certainly the
academ cians of the AFEB ought to feel that this is
their home as well.

Now all of you are Anerican citizens.
Al of you are taxpayers. This is your federal
university, and we are run on appropriated funds by

Congress. So by all neans, it is your University and
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I wel cone you and ask that you consider opportunities
to return. And if we can accommobdate you with sone
better arrangenents, we will certainly work with you
to try to do that.

I was asked to talk a little bit about
the history of the University. | don't want to take
up too nmuch of your tine. You've got a very tight
agenda. So let nme just give you a fast thunbnail
sket ch.

In 1972, a very unpopular war finally
ended. Along with that, we lost conscription as a
way of doing business. That was coincident with the
Vi et namese \\r. Vell, we had a terrific |oss of
mlitary physicians that occurred with that. W had

no good acquisition plan for continuing to naintain

mlitary physicians w thout conscription. W  went
through, | think, the nadir of mlitary nedicine
during the 1970's. It was a tinme when we could not
recruit to fill all of the requirenents. Some of the
physicians recruited were of less quality --
certainly couldn't speak the |anguage well in many
cases. And we had sone significant quality

incidences that occurred within the mlitary that

made it a really denoralized activity.
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Around the sane tine, Congress recognized
that there were some problens in naintaining adequate
physician strength within the mlitary services, and
they came up with a statute which did two things. It
created this University as a "Wst Point". As a Navy
man, | took sone unbrage with that -- but as the
"West  Point"™ of mlitary nedicine. And the HPSP
program the schol arship program which was basically
to be analogous to an ROIC for the mlitary. 90 or
85 percent of all the acquisitions were to cone
t hrough the HPSP program and about 10 percent of the
acqui sitions were to cone through this University.

That all seened fine. The Departnent of
Def ense spends a lot nore noney on this University
per student than it does on the HPSP students. And
anyone here who has children recognizes it is cheaper
to pay for their tuition than it is to buy a
university for them So that is true. But if you
| ook at the total amount of noney the taxpayers spent
at other universities as well as this one, the cost
to governnent, the federal cost, per capita for
students here is no different than it is anywere
el se.

Secondly, we found that we net and
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exceeded the expectations of those legislators who
put this University into being. W did that because
we enhanced the career notivation of our physicians.

The first year was 1976 that the first students cane

on board. The first graduating class was 1980. In
1980, we graduated 29 physicians. It is interesting
that about 80 percent of them are still on active

duty. W have gradually increased the size of the
cl asses, so that now we graduate about 165 students a
year. W have graduated close to 3,000 altogether
since the school opened. 92 percent of them are
still on active duty today, many of them indentured
with a 7-year obligation that follows their graduate
nmedi cal education. But nonethel ess, they have nade a
decision to be career mlitary. They now represent
close to 20 percent of all the active duty mlitary.
Now we think we do nore than just recruit
-- act as a recruiting office for these physicians.
W give them a basic foundation in not only how to
practice nedicine in the mlitary, but how to
practice mlitary nmedicine. They get about 700 extra
contact hours over other nedical schools in terns of
giving them that mlitary flavor. They know the

mlitary uni queness of the practice of medicine. And
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| don't just nmean conbat casualty care or |ogistics.

| think primarily the major focus is epidemology.
The major focus is preventive mnedicine. The maj or
focus of this University, above and beyond any other
medi cal school in this country, is truly to teach
people of worldwide environnments, of worldw de
climatic conditions, worldw de epidem ol ogy, and how
to keep troops from becomng patients, not just
treating themas they are patients.

So we really instill preventive nedicine
and epidemology into our curriculumat various steps
along the way. That is why really | am basically so
pl eased that the AFEB has chosen this location for
one of its neetings.

In addition to training a mlitary
physician who is career oriented, we also have a
graduate school of nursing and advanced practiced
nur si ng. W also are involved very nuch in
continuing education and we want to invest in the
conti nuum of nedical education, especially with the
uni queness of the mlitary flavor throughout the
total career of all of the healthcare providers. So
we have a very strong investnent in continuing health

education, a strong investnment in graduate education
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of the basic bionedical sciences necessary for us to
mai ntain our 7-year LCM accreditation. And we are
very proud of the products that we are getting from
the research that we are providing, nuch of it
mlitary related but not all.

At any rate, that is just the fast
t hunbnai | sket ch. V& have been under the gun for
about every year since | have been here until this
one. I have been here now 9 years, and 8 of them
have been dedicated to defending this University.
This year, for the first year, we have gotten full
budget and we expect to get a full budget in 2000 as
wel | . So | can stop defending and | can start
nurturing and growi ng the University.

Ve are doi ng a gr eat dea
internationally, and we want to do a great deal nore.

But we feel that we have earned a significant
presence in academa, and we are going to nmamintain
it.

So with that brief thunbnail sketch, |
will let you get on with your agenda. Again, | thank
you so much for comng, and if you don't mnd, |
mght |ike to just bounce in and out of here

periodically during the day. | have insisted that |
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stay on the mailing list to come to neetings. | have
unfortunately never been able to attend the neetings.
That is why at least if it is here, | ought to get
toit. But it is not working out that way either. |
have got to run and now wel cone sone people fromthe
Indian Health Service. | thank you so rmuch for
com ng and have a great neeting.

DR PERROITA: Ckay. One of the nore
i nportant parts, at |east as Board nenber, is to hear
what is going on wth our preventive nedicine
of ficers. So let's start wth those reports.
Captain Trunp is in Health Affairs.

CAPTAIN  TRUWP: CGood norni ng, Dr.
Perrotta, Board nenmbers and Admral Nelson. It is ny
pl easure to kick off the preventive nedicine officer
reports this norning, and ny challenge is either to
keep us on schedule or be the scapegoat for getting
us behind schedul e here with the first presentation.

I amgoing to tal k about just sone of the
things that obviously Health Affairs is involved with
-- the ones that | have responsibility for in
particul ar.

One of the things this Board has been

very helpful for is giving us recommendations on a
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variety of issues. Several that have been nade
recently have been focused on inmmuni zati ons. W have
noved forward with making those into Departnent of
Defense policy that then can beconme Service policy
and practice to sort of set the tone for what we do
down t hrough the organi zation

One of those is on the use of inactivated
polio virus vaccine, based in part on the
recommendation of the Arnmed Forces Epidem ol ogical
Board and then also on the recommendati on which cane
out from the Advisory Commttee on |munization
Practices in June to really nmake the transition from
oral polio vaccine to the injectable inactivated
polio virus vaccine, especially for children. But
getting the guidance out there especially for the
mlitary recruits and deployers and travelers that
the oral vaccine is going to be going away, and we
need to start the transition soon to wusing the
inactivated vaccine for that booster dose. e
routinely have given recruits or others who are
traveling a single dose to protect them against the
ri sk associated with polio during depl oynent.

What that thing on the right neans is

that it is in the Mlitary Health System Executive

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

18

Comm ttee coordination. It has gone through sort of
the initial level of coordination wthin Health
Affairs. It now goes back with the Services, the

Surgeon Cenerals in particular of the three Services,
for one final |ook before Dr. Bailey, the Assistant
Secretary of Defense for Health Affairs signs it and
makes it a policy.

Lynme di sease vaccine -- very much it was
the Arnmed Forces Epi dem ol ogi cal Board reconmendati on
as far as its application for our mlitary nenbers,
and really the guidance is to follow the DCP
recommendations in individual case-by-case decisions.

The inportance of |ocal commands and | ocal hospitals
to nmake their own plans and policies for
admnistering the vaccine that are based on | ocal
conditions and local risks and are coordinated
bet ween mlitary and civilian public heal t h
practitioners in that |ocal area.

The next item on the to-do list is a
simlar policy statenent on varicella vaccine.
Another one that we are now in coordination with is
reporting adverse events follow ng admnistration of
the anthrax vaccine. You will hear a great deal nore

about the anthrax vaccine inmunization program -- |
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think it is this afternoon on your agenda. But one
of the things that has been a major effort there is
to ook at adverse events that are being reported
following admnistration of the vaccine using the
form There is one, the Vaccine Adverse Event
Reporting System of FDA and CDC. And realizing we
need to put a nodification to our guidance out there
in the field. W focused on anthrax vaccine, but |
think this guidance would apply to other vaccines in
the future.

The other bullet there is one of the
recommendations that canme out of this commttee and
the Subcommttee on Infectious D seases was better
ways of getting information out about mlitary
I mruni zation practices. W have established a
mlitary inmunization web page, which is on the
Tricare Health Affairs site. That is at |east one
source for access to policies and recomendations
that wll be used to provide inmmunization services
practiced here in the mlitary. There are a nunber of
links that fit that though to the Public Health
service sites, because our prograns are based on AC P
and other recomendations from the Public Health

Servi ce. he thing | would like to see and it
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follows on is an AFEB web page. Col onel D niega has
tal ked to ne about that, and we are in the process of
getting that established. | talked to Dr. Poland
this norning about getting the vaccines wth the
mlitary report on-line sonmewhere so that that can
also be available and link through and supporting
information for our inmunization program

One of ny roles for the Departnent of
Defense is the ex-officio nenbers of the Advisory
Conmittee on Inmunization practices representing the
Departnment. Two issues in particular have rel evance
right now to our mlitary program Ohe is
di scussions recently about a nmeningococcal vaccine

for college students. The ACIP is in the process of

r el ooki ng at di fferent meni ngococcal vacci ne
reconmendat i ons and maki ng nor e specific
recommendations regarding college students. It

doesn't have much of an inpact on our mlitary
program other than that the mlitary experience with
t he neni ngococcal vaccine, giving it to recruits now
for alnost 20 vyears, is certainly supporting
information for CDC naking their reconmendations
about the potential effectiveness of the vaccine

program for coll ege students.
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The ACIP has al so undert aken or
established a working group on vaccination and
bioterrorismissues with an initial focus on anthrax
vaccine potentially and probably working through to
an ACIP recomendation that would discuss the
prevention of anthrax in relation to bioterrorism
threats both of anthrax vaccine used as prophylaxis
if an anthrax exposure has occurred. That certainly
is sonething the Departnent of Defense could provide
input to. Part of the working group would certainly
have access to any experts in this area up at the
US Arny Mdical Research Institute for Infectious
Di sease.

One of the other things that is on the
list that as an ex-officio nenber, | can neke

reconmendations as far as nenbership in the Advisory

Conmittee for Immunization Practices. They have
several openings that they are hoping to fill over
the next year. As one of the Board nenbers, | would
certainly entertain your reconmendat i ons for

individuals in your broad sphere of influence and
contacts that would be good representatives to that
Boar d. Not necessarily to represent DoD, but to do

the work with the AC P.
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Again on the vaccine issues, there have
been Congressi onal hearings, which you may have heard
about, regarding safety of vaccines by the House
Governnment Reform and Oversight Commttee. Vaccines
and finding the balance between public health and
personal choice. A great deal of focus during that
hearing back in the beginning of August on chil dhood
vacci nes, hepatitis B vaccine in particular. But
there was a great deal of attention to the Anthrax
vacci ne programduring that period. W expect within
the Departnment to have additional hearings focused
specifically on Anthrax vaccine. But certainly
conti nui ng concerns about the safety of our vaccines,
the risk of vaccines and their benefit, how to
conmuni cate effectively what those risks are and what
those benefits are to the individuals, whether they
be in wuniform or whether they be in the civilian
sector about what vaccines have done for us as a
nation and as a world community over the |ast several
decades.

Again, on the Anthrax vaccine, a great
deal of attention in that area. Lieutenant Col onel
John Grabenstein, who has recently conme on board as a

Deputy Directory of the Anthrax Vaccine | nmrunization
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Program wll be talking in nore detail about the
Anthrax programthis afternoon.

The other area that certainly is of
ongoing interest is the Force Health Protection
Pr ogram Sone of the involvenent of this Board in
t hat area -- obvi ously everybody's goal is
mai ntai ning the health of the force, nmuch as you have
heard from Dr. Zinble earlier today. 1In a followup
to the various groups that have |ooked at illness
among the @ilf War Veterans, the nobst recent
oversight group is the Presidential Special Oversight
Board that was established in 1998. They are | ooking
at a variety of things, mainly on the investigation
of chem cal , biologic or envi ronnent al agent
exposures or incidents in the Qlf. They are also
monitoring how we are doing as far as inplenenting
the Presidential Advisory Commttee recomendations
for inprovenent in our deploynent and health care
system both in DoD and VA

In their interimreport back in August of
this year, they had several questions on depl oynent
health assessnent. Those are the very short
assessnments that are admnistered just bef ore

depl oynrent and upon return to try to assess and
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docunment the health status of individuals about the
inefficiency in the way things were done during the
@Qulf War. And in particular, asking questions about
why we excluded routine shipboard operations from
some of those requirenents and why only depl oynents
of greater than 30 days had a requirenent for the
heal th assessnent. And one that has been debated
many tines and are changed to say that the HYV
screeni ng sanpl es, even those who are not 100 percent
for a particular deploynent are sufficient to be in
our serum repository for deploynent vaccines. I
think we had a chance after the report cane out -- ny
boss, General daypool and Admiral Myo, who is the
Deputy Director for Medical Readiness of the Joint
Staff presented to the Board answers to different
guestions. | think we answered many of those, but
there are sonme issues that they brought wup in
particular with how effective these policies are with
regard to Reserves and National Guard nenbers. I's
the requirenent such that they would be covered by
depl oynment heal th assessnents.

Ve al so | ooked at t he medi cal
r ecor dkeepi ng duri ng recent depl oynent s. The

Departnment, based on visits by Dr. Bailey and others,
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have identified sone concerns with how well we were
doing with nmeeting requirenents for docunmenting in
the nedical record events that happened during
depl oynents and mnmeking sure that those pieces of
paper that were generated in the field got back into
t he permanent nedical record. There will be ongoing
efforts to nake sure that those policies are in place

out in the field.

The | ast several slides | wll |ook at
will just be about the hepatitis Cvirus. | think we
are all aware of the increased concern about

hepatitis C virus infection in the population and its
preval ence. In some of the early reports that cane
out in the Veterans Affairs patient population
suggested that those VA patients had an extrenely
high risk of hepatitis C infection. That generated
attention from the Senate Arnmed Services Conmittee,
and in the report back in the fall of 1998, they
directed us to study the extent of hepatitis C
infection in our mlitary population and | ook at the
advisability and feasibility of doing hepatitis C
virus testing, in particular during separation and
retirement physicals, but also asked us to |ook at

other issues in all recruits or even the total force
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for hepatitis Cinfection.

That generated an effort that resulted in
the DoD report to Congress on the hepatitis C virus
infection that was a prelimnary report based on
10,000 sanples that were collected randomy out of
the DoD serum repository, those HCV -- those HYV
sanples that were there. The report was published in
April of this year and it was sent to Congress. This
is sonething we are relatively proud of in the team
effort between Health Affairs, the US. Arny Center
for Health Pronotion and Preventive Medicine, and in
particular the Arny Medical Surveillance activity and
the Naval Medical Research Center, Captain Caig
Hyans, in putting together pretty quickly a sero-
epi dem ol ogi cal study to provide sone objective
assessnent of what the risks were and base our
pol i ci es upon that. The Health Affairs policy neno
was signed out in June that hel ped devel op screening
and a treatnent policy for hepatitis C

What was reported in April was a study of
10, 000 serum sanpl es. Over 20,000 have actually been
evaluated and the final report to that is being
prepared at this time and wll be submtted for

publ i cati on. But what it found was in our active
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duty population, we had a 5 per 1000 preval ence of
hepatitis C infection. The lowest risk group was
actually the active duty who were |less than 35 years
of age, less than 1 per 1000. The highest risk, 1.7
percent, was anong those over 35 and sonme subgroups.

Men and wonen had simlar rates. And that for
recruits who were enlisting in 1997, only 1 per 1,000
were HCV positive, and this was based on confirmatory
testing in addition to initial antibody testing.
After doing sonme adjustnments for age, the risk
factors were simlar for reservists and active duty.

One of the concerns, and tied in particular to what
was found anong the veterans popul ation, was service
during the Vietnam War being a particular risk
factor. At least in those who have renmained on
active duty since Vietnam the prevalence was
actually lower, 1 percent, conpared to a simlar age
group who had not served during the Vietnam era.

What | included in your handout was a
copy of the policy and the executive summary fromthe
report. The decision was nade that because of the
hi gher risk in those over 35 that screening should be
offered for those 35 or older who are separating or

retiring from the mlitary service, providing them
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with information on the risk factors for hepatitis C
offering them screening if they can identify that
they have risk factors, not requiring them to have
those risk factors or even to justify or identify
those risk factors to request screening, and that
that will at |east be docunented at the tine they
| eave mlitary service and can provide a baseline for
followup care in the DoD or VA health care systens.

I think nost of us should be famliar
with this, the risk factors. But if you can answer
yes, you may be at risk. And very specifically in
the policy saying that you don't have to identify
risk factor to get the testing. You may request it if
there is no specific risk and docunenting that they
can either accept or decline testing. Thi s
certainly, fromour perspective, with the use of sone
data identified a population that may benefit from a
screeni ng program wi t hout basing the policy on a sort
of limted data that could have been very costly to
the Departnent, whether it was recruiting session
screening or other total force or subpopulation
screenings. W do not bring this issue to the Board.

I think sonetines we give you the tougher

chal | enges, the ones where we don't have the data and
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the decision is a little less easy to mnake. The
services are out there now in the process of getting
this inmplemented. You may hear from them how rmuch of
a challenge that is.

That is all | have for ny part of the
presentation. Are there any questions?

DR PERROITA: Any questions for Captain
Trump? | think we have a good nane in nom nation for
scapegoat s.

CAPTAIN TRUMP:  Sorry.

DR PERROTTA: It helps us understand a
little bit nore about what goes on at other |evels.
Col onel Bradshaw, Dana, is out of the Ar Force
Surgeon CGeneral's Ofice.

COLONEL BRADSHAW For those of you that
were able to go to the Arny's Force Self-Protection
Conference, basically what | am going to do here is
trying to reprise very quickly in a condensed version
for the AFEB sone of the things that | was privil eged
to present there on force self-protection in the Ar
Force. And a lot of this is going to be sort of a
teaser for sonme of the things that you are going to
get later in the day in nore detail. So | am not

going to dwell on it very long. | may have nore
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slides actually than Captain Trunp, but | amgoing to
try to finish sooner than he did. So we will see how
we do goi ng through

CAPTAIN TRUWP: | love conpetition

COLONEL BRADSHAW Al right. Just a
qui ck overview of things here. One thing is | wanted
to quickly present the way that the A r Force |ooks
at force self-protection and that is through the
human weapons system | just wanted to introduce that
concept to you. Secondly, | just want to quickly go
over sonme issues and challenges that we have,
highlighting a few Sone of these may be Air Force-
specific, but nost of them are really common to
issues that we have in all three Services. And
lastly, | just want to focus on one issue that has
come up with us recently that we nmay want to present
nore detail at a later tinme. | just kind of wanted
to throw it out in front of the AFEB as sonething to
ki nd of keep in the back of your m nd.

Just quickly, these are sone of the
issues that we are dealing with in the Air Force. W
have a snaller, nore technical force that is having
to deploy nmuch nore often. W have a very high

operational tenpo, or what we call ops tenpo. W have
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had to actually redesign the way we do things in the
Air Force. W are going to what is called an Ar
Expeditionary Force or an Expeditionary Air Force to
try and deal with this frequent depl oynent issue that
we have got recently.

The medical side has had to conform to
that side and that has kind of created problens in
maki ng an optimal force protection, particularly our
performance detrinents. They can threaten both
safety and survival. So those are issues we are

dealing wth.

Now sone  of this is from Caig
Post | ewai t e. But basically we use a life cycle
approach that is comon to all the services in

| ooking at it. But we want to nmaxi m ze these nental,
physical, spiritual and technical capabilities. Ve
ook at that in terns of the human weapons system
trying to get performance for sustained periods and
hostil e environnents. It mnimzes risks in our
m ssion acconplishnent, and obviously that is the
thing we are very interested in. W want to harden
against the DNBlI incidents. One of the things that
is of note in the recent Kosovo conflict was that we

had zero battle casualties -- zero. So everything we
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are dealing with is not due to battle casualty, it
was ot her things. So we certainly want to harden
agai nst this, because that can affect our m ssion.

And then resiliency is an idea we have
ki nd of borrowed fromthe people on our nental health
side and the famly advocacy type folKks. W  want
people to be nore resilient. W want themto be nore
dur abl e.

This is what we call the human weapons
system In this case, it is on our line side. They
have the weapons system They have an engine that
they have to maintain. Periodically, every few
hundred hours, they want to go in and they want to do
a mai ntenance check on this. That is not too nuch
different than what we feel like we have to do with
t he human weapons system There are things we have to
check on the human weapons system And we need to
follow up with those things.

Now, this airplane up here on the side is
an A-10, and it has a titanium kind of reinforced
body that kind of protects the pilot. | am not sure
I can use this, but you can see it over there. But
we al so have a human being out here on the side that

needs protection. So there is hearing protection.
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W need a safety vest so that they don't get run over
on the flight line. They need Anthrax inmunizations
and fitness training and climatization and other
issues in terns of protecting our human weapons
system
So there are several things that we are
looking at in terns of that. Sone of these you may
have heard before, but we have got an expanded
fitness program we are dealing with right now The
heal th eval uati on assessnment review program There
is a lot of issues in managenent and collection of
that. W are wanting to update and revise that, but
it is an inportant tool for our assessing our forces.
You heard the issues about deploynment health
assessnent and so on. This is an inportant tool
really for bracketing our people and what their self-
reported health status is. | ssues on al cohol and
t obacco use, which are big noney and big norbidity
items of course. Injury, which you are going to hear
things about this later today from Bridgette Carr and
others. And then Anthrax issues you will also hear
about .
Just a quick |look at what active duty Ar

Force causes of death were. You wll notice that
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accidents and suicide are the biggest piece here.
Disease is not so big and other things. So that is
really what we are dealing with in a young, otherw se
heal t hy popul ati on. W have had success in our
sui cide product team and there has been a decrease
in suicides. But we see that there are sone probl ens
in that if you look at the red line here, that red
line shows that we have a problem with our ol der
enlisted population. In fact, it seens to be a
probl em even nore with our nedical comunity in terns
of sui cide. So we have areas to focus on that we
need to focus on.

You will see nore of this later on when
you get the worldwi de survey information, but |
wanted to highlight this particular slide in that it
shows an adverse trend in 1998 here in that al
services actually have had an increase in cigar and
pipe use and other types of tobacco other than
cigarettes. That is an adverse trend. It is going
in the wong direction. So we have got things we can
focus on there.

Just to reenphasize the injury issue. On
the wel I ness side you will get this in nore detail.

W are looking at a lot of prevention
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initiatives. The Prevention, Safety and Health
Pronotion Council, which is chaired by the Air Force
Surgeon Ceneral Joe Rudman, but participated in by
all three Services, are focusing on alcohol and
tobacco wuse reduction and wunintentional injuries.
But there are also other groups that are now
chartered. The Joint Preventive Medicine Policy
Goup is chartered under there. VW have a working
group on sexually transmtted di seases and one on put
prevention in practice, the HEAR which is now
chartered under there. So this is an all-
enconpassi ng council that goes up to the Secretari at
| evel that is focused on a | ot of prevention issues.

This is just the Air Force view of the
popul ation health. W are kind of trying to shift in
actually all three Services from acute episodic care
to this nore resilient conmmnity popul ation-based
sort of health care. That is sonething that is going
on in all three Services.

Just sone quick things. You have seen
these before, but this is just how we are setting up
on the Air Force, a population health support office.
There is now a nove to do this at the mlitary health

system | evel
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This is your brain on Anthrax. On

Anthrax, you are going to hear nore of this today.
But there have been a |ot of issues, especially for

us in the Air Force. The Vanity Fair article cane

out about the tine that sone of our people at Dover
Air Force Base got in touch with some of the people
that were nmentioned in that article and the Internet
on Anthrax. W know things get around a lot. W had
a Navy ship that the entire ship got spamed wth
sone e-mail wth adverse information on Anthrax.
Basically we have got general renewed skepticism on
vacci nes. hepatitis B vaccine has been under fire
and the other vaccines such as the problens that have
come out wth the rotovirus vaccine. So we are
dealing with this all across the scope.

Now, just quickly sonme Ar Force TB
screeni ng issues. One of the things that has been
required at deploynent surveillances from the Joint
Chiefs is that a PPD is given within tw years of
depl oynent . The assunption there is that we depl oy
to areas that are endemic with TB and so there is a
risk. Now the Vietnam experience would bear that
out . The whites had a 3.4 percent conversion rate,

and actually there was an increased risk for blacks
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there. They had a 17 percent conversion rate for an
odds ratio of about 5.9. There have, however, been
no studies of Air Force deploynent risk since then
The Navy, | think, has done studies with Craig Hyans
again, that |ooked at sone of the experience on the
Navy side, but we really don't have a good
description of what actually is our deploynent risk.
Qur overall population risk we know is very low It
is simlar to what is in the US. Qur popul ation
really is not at nmuch risk for TB. The CDC actually
di scourages |l owrisk screening for all

Currently, we screen every two years in
our periodic health assessnment. The reason for that
being we just logistically want to catch everybody
before that two-year deploynent tine. And a very
| arge proportion of our people do deploy within the
two-year tine frane. Now the Navy screens annually
for nost shipboard, for instance, and the Marines,
because they have very enclosed environnents. I
think at an earlier neeting we had a presentation of
the problens they had with that. But the Arny, as |
understand, still screens every five years at their
peri odi c physical .

The issue here for us is the false
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positive rate. Wth a 15 mm cutoff on the PPD test,
there is about a .3 percent false positive rate. So
with our population of about 360,000, that is about
1,000 false positives if we screen everybody. So
that is sonmething to deal wth. In cost effective
anal ysis | ooking at school children popul ations, they
woul d have to have about 20 percent reactives for a
screen-all policy.

This is just a quick |look at how we are
with the TB conversion rates. You will notice that
there is sort of some things to notice here. Seven
states along the borders, where you m ght expect nore
H spanic immgrants or East Coast, there is a little
bit of an increase in reaction or conversion rates.
The Far East, Japan, Korea and Guam and also to a
| esser extent H ckham in Hawaii, they have a little
bit higher rates. Places Iike Hurlburt Field here in
Florida, that is our special operations squad. So
there are sone people who are going out in rural
areas overseas and are going to be in with the |oca
popul ations and they have an increased rate. But
ot her places, northern tier states, are really pretty
good and nore like the U S. popul ation as a whol e.

So there is a lot here -- and of course
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Europe has very low rates, except lzmr in Turkey,
and to a lesser extent Incirlik in Turkey. So there
are sonme things we need to look at in terns of our
popul ati on. And these are sone things we have
proposed to do in the study. W want to |ook at
geographic factors. W want to | ook at what actually
is the deploynent risk and is that based on where you
depl oy, how l|long you have been there. That may
address that 30-day rule that we were tal king about.
What is the risk of deploynment and how does tine
figure in as a factor? Is there an occupational
risk? The Vietnam study did not show there was an
occupational risk, but health care workers we know
have a risk. Are there other occupational workers? W
know, for instance, that at Hurlburt field, we expect
our special ops people wll have a higher risk
because of where they go. Contact and famly factors
of course we know and then race is an issue. And we

want to look at this in a decision analysis and cost

anal ysi s.

So that is sort of where we are going and
what we are in the mddle of. I wll end with that. I
know there is -- | will entertain questions because |

know t here are ot her people that need to speak.
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DR PERROTTA: Dr. Sokas?

DR SOKAS. Yes. | just wanted to add if
the Vietnam study and the current conversion rates
are based on entry two-step PPD s as opposed to you
just have the one and then a year |ater sonebody --

COLONEL BRADSHAW Ri ght . The Vi et nam
study actually used TB tine. It wasn't even using
PPD testing. So that is a little hard to conpare.
W at the University here when | was here in the
Departnment here at the University in the health
clinic for the nedical students, we did do two-step
entry testing. But to nmy know edge, | don't think
any of the others
-- any of the Services do that for all personnel.

DR SOKAS. (kay. Because obviously that
makes the early years after entry into the Service of
conversion rate suspect that you mght just be
pi cki ng up basel i ne.

COLONEL BRADSHAW Ri ght. W do that
here at the University, but | am not aware of doing
it el sewhere.

DR PERROTTA: (O her questions?

COLONEL DINIEGA: | just have a comment.

VW were going to put TB in the mlitary on the
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agenda for this nmeeting because there are issues with
screening al so and sone new tests comng out. But we
were unable to have the speaker put that together in
time. But it will be on the next agenda.

COLONEL BRADSHAW Yes. There is a study
that has been done in Africa in Kenya on Quantaferon
on that test. So that is one of the things we wll be
t hi nki ng about in our decision analysis.

DR. PERROTTA: Thank you, Dana.
Li eutenant Col onel Wthers. Ben is the PM officer
out at the U S. Arny Surgeon CGeneral's Ofice.

LI EUTENANT COLONEL W THERS: Thank you,
Dr. Perrotta. | have no slides this norning. Let e
i ntroduce nyself. | am the new Arny representative
to the Board. | am Lieutenant Colonel Ben Wthers.
As Dr. Perrotta said, | am the preventive nedicine
staff officer of the Arny Surgeon Ceneral's Ofice.
| follow Colonel Jerry Karwacki, who has departed and
IS going toward Akron. I want to talk about a few
things this norning. One is the reorganization of
Arny preventive nedicine, and the other is Arny
actions concerning recent AFEB recomendati ons.

| can characterize the reorgani zation of

Arny Preventive Mdicine as a novenent of our center
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of mass fromstaffs to what is called CHPPM which is

a maj or subordi nate comand of the medical comunity.

CHPPM stands for Center for Health Pronotion and
Preventive Medicine. This novenent began really in
the early 1990's, when the forner environnental
hygi ene agency was renaned to the CHPPM and several
preventive nedicine personnel and nonetary assets
were transferred, minly from the Ofice of the
Surgeon Ceneral to the CHPPM at that tine.

It continues now beginning in FY2000 with
the transfer of MEDCOM as opposed to OISG the San
Antonio former Health Services Command wth the
transfer of MEDCOM assets to the CHPPM  Secondly and
nore inportantly, in addition to personnel and
per haps noney  fl ow, there is a change in
responsibility. CHPPM will pick up responsibility
for planning policy developnment and in fact policy
maki ng.

This could easily be an evol utionary step
toward -- the end-stage of this evolution would be a
preventive nmedi ci ne command which has total authority
and resources for all Arny preventive nedicine, all
the way from planning and policy maki ng down through

execution at the post |evel. In the current status
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of the evolution, CHPPM wll still not own the
executionary assets at the |ocal |evel

Moving on to the Arny actions, | just
want to go through the four recommendations that the
AFEB recently rel eased. Concerning Lyne D sease, this
is a fairly easy one in that we had planned to
release a policy but with the Health Affairs policy,
which in fact mrrors our own, we will await that and
nmost likely endorse in the present state. Qur
nort heast region, Colonel Engler, has devel oped very
robust guidelines for the practitioners to use and we
w || endorse those on as well.

Concerning chlanydia screening, this has
been given to Colonel Darrel Jarrel to inplenent
this. He is formng a working group and wll nove
out on that shortly.

Varicella, | have to say, is uncertain.
W do have a problem with resourcing |aboratory
support if we want to do a quick screening or a quick
turnaround of that testing for recruits. That is a
pr obl em You have heard the CHHPM presentation and
the nodel that was presented at your |ast neeting,
whi ch recommended agai nst, but may not have taken al

factors into account. In other words, it was limted
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in its scope. W have ongoing a pilot study at Fort
Knox being run by a preventive nedicine officer there
which is mtigating for screening. It is about
three-quarters of the way through, and | think it

will give us sone good results that we can use in our

pl anni ng. But honestly that is about all | can say
ri ght now.

And finally, the OPV/IPV. There is
really total agreenent on this. It is easy to
inplenent and in fact wll be dictated by narket

forces ultimately. Are there any questions? Thank
you.

DR PERROTTA: Thank you and wel cone. W
are glad to have you on board. | amsure we wll be
talking with you nore. Captain Ken Schor is fromthe
Marine Corps, a preventive nedicine officer. He
replaces Ann Fallon and is representing Comander
McBride, who is on the Navy side, who | think is TDY
somepl ace exoti c.

CAPTAI N SCHOR: He is sonmewhere over in
Yokusuka, Japan the last tine | checked. I wll
start off with Marine Corps issues. | amgoing to try
to cover two Services and perhaps be quicker than any

of ny predecessors. So we will see how this goes.
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| amin the seat, Ann Fallon's seat, just
for the past three weeks. So | can afford to be
short at this neeting and perhaps have a little bit
nore robust presentation and bring Chestie, the
bul l dog, wth ne next tine. One interesting aspect
is the area of conbat stress control. This is a
directive by Health Affairs, a DoD directive, that
has gone to all the services and we are |ooking at
conbat stress control. That directive recomends a
standard three-stage prevention nodel, prinmary,
secondary and tertiary. It also recomends conbat
stress control platoons out in the field. W are
| ooking at this froma Marine Corps standpoint. | can
assure you that the Marine Corps stand has had a
program that is housed down at Quanti co. It is in
the Infantry O ficers course. There is also the
Anphi bi ous Warfare School. And it is a very robust
program t hat conbi nes didactics -- approxi mately four
hours of didactics wth even nock scenarios on
treating -- these infantry officers treating conbat
stress casualties and also recommending that they
volunteer in the Washington Trauma Center to see what
trauma | ooks like and to see what their reaction is

to this. This has been work by a civilian physician
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at Bethesda here, Dr. Fleet B. Govanni. That is on
the web. W are looking at expanding that --
expanding it into senior enlisted and expanding it
into nore aspects of the junior officers especially.
W are building this nodel hopefully on a
force health protection nodel where the first two
pillars of force health protection, the healthy and
fit forces and the casualty prevention, conmes under
the line, the small unit leader, as it should in our
nodel . And where conbat stress treatnent falls under

the organic nedical aspects of the wunits in the

Marine Corps -- the Navy nedical units in the Marine
Cor ps. So we are -- in fact, last night we had a
gl obal video tel econference to that. W are working

with our command conbatant staffs to work on prograns
of inplenmentation and namintaining a very snal
footprint forward, because we don't have the |uxury
in nmost cases of sending psychiatrists forward or
mental health professionals forward.

For instance, the 2/6th MAU t hat has j ust
retrograded from disaster operations in Turkey was
al so the sane group that was involved with the Marine
Corps assets on the ground in Kosovo. They don't

have any nental health professionals. They have
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general nedical officers. They have independent duty
corpsnmen and they have conbat nedics. So we have to
work conmbat stress control in that environnent.

There is no nore room for any additional personnel

aboard those ships. Wen it is a decision between
beans, bullets and black oil, you can figure that the
Marines will choose the bullet over any other human
assets.

W are also beginning to explore issues
in wonen's health. Wnen in the Marine active duty -
- wonmen Marines have the snallest percentage of any
of the Services, but there is an ongoing research
program down in South Carolina where we accessioned
enlisted female Marines and | ooking at how we work in
health pronotion for wonen's health in that area.

That is being worked through the University of San

Franci sco.

And finally, the new Commandant, GCener al
Jones, has invited health services -- | happen to be
the rep -- to what he calls his War Room | think

that has been a very positive step on his part. That
gives us an entre with 40 other contact officers to
et him know and the other folks in policy know what

our top issues are. So with that, if there are no
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questions about the Marine Corps, | will go on to the
Navy for Wayne McBride. Yes, sir?

DR LAFORCE: What is the fraction of
wonen in active duty personnel in the Marines?

CAPTAIN SCHOR | believe it is around 10
percent, but don't quote ne on that. It is quite
smal | . They are not in any of the infantry units
They are in nore of the support units at this point.

As we said, Wayne McBride is in Japan at
this point. Captain Trunp nmentioned hepatitis C
screening, and that is awaiting Service policy for
i npl enentation as | understand it. \WAyne is over in
Japan helping to install PHCA, the preventive health
care application, in | believe Yokusuka and sone of
the other hospitals and fixed facilities over there.
That is a wonderful application that | was becom ng
famliar with yesterday that |ooks at the preventive
services task force and provides reconmendations no
t he desktop and is |linked to CHCS

Those are the only two things he asked ne
to present. Thank you.

DR PERROTTA: Any questions?

DR, RUNYAN. Just a comment. Two of you

so far have raised the issue of nental health issues,
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and it seens that that is something that at least in
ny tine on the Board hasn't been addressed, and |
don't know if we have necessarily the expertise
present in this group to address it. But it seens
like sonething that we mght want to give nore
thought to and perhaps pull in additional expertise
to assist with because it is clearly a nmajor issue.

DR PERROTTA: I think that is a good
recommendation. | saw Colonel Diniega wite it down.
So that is a good idea. Thank you.

COLONEL DI NI EGA: | have a coment.
There is a briefing on PHCA, the preventive health
care application, tonmorrow norning by Lieutenant
Col onel Fonseca.

DR PERROTTA: Joining us from the Coast

Quard is Commander Mark Tedesco, the nedical officer

out at HQ

COMWANDER TEDESCO  Yes, good norning. |
am Mark Tedesco. If you really pay close attention
to ny slides, you wll notice that ny title,

currently chief of nedical readi ness branches,
changed three or four tines in the last two years,
but ny responsibilities haven't changed. Hopeful |y

this one will stick at |east through the next neeting
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and | can nove this slide al ong.

The two things | want to tal k about today
are the ARD or now febrile respiratory illnesses
being called surveillance prograns, which was
recently started at the Coast Guard, and also the
AVI P, Ant hrax Vacci ne | muni zati on Program

Qur ARD program after a couple false
starts, did pick up just about two nonths ago, and we
wish to thank GEIS and the Navy node in San D ego,
and the folks in the Air Force for assisting us over
the last year or so in getting this program off the
gr ound. W have been gathering specinens for about
two weeks -- | amsorry, two nonths, and playing with
sone nunbers and sone lines, we were able to -- the
very low incidence rate across those two nonths
create a very inpressive |ooking graph. But
basically the total nunmber of folks in any particul ar
week at Cape May, which is our training center for
recruits, we had three cases of ARD So al t hough
that | ooks really inpressive, it really doesn't show
much. But we hope that by a year from now we can have
some good information out of this program

The thing I wll spend a little bit nore

time on is our AVIP program and one of the concerns

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

51

that has cone up in the last week or tw and
hopefully get sonme input from some nenbers of the
fol ks here today. W currently have 500 in the
program Since it is only given currently in Phase I
to folks who deploy, we have had two cutters and a
couple of port security units that have deployed to
the high risk areas. However, in Phase Il, which is
anyone who could potentially deploy to the high risk
areas, that is going to be about half of our total
force of 40,000, are potentially deployable at any
one time if called upon. The other thing we are
doing, and we wll get to this a little bit, 1is
working with the central AVIP staff in the various
Service's points of cont act on the clinical
gui del i nes, which may soon be publi shed.

W had the opportunity in the |ast couple
of nmonths to inoculate sone senior |eadership in the
Coast Quard at headquarters and also sone of the
medi cal personnel involved wth the program W did
really passive surveillance on these folks at the
time of their second week or four-week shot. Ve
woul d ask themhow it went with the previous shot and
get sone feedback. But wth the nedical folks, we

were able to conduct active surveill ance. It was
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very easy to do since we all sit together kind of in
a small area. It turns out over 7 doses, we had five
| ocal reactions, two of which were classified as
noderate, two as severe, and one which was sonmewhere
between noderate and severe, depending on how you
actual ly neasured it.

Qur observations through this and through
our involvenent wth the program are the |ocal
reactions are very calm and sonmewhat to be expected.

Qur experience has also shown that they are benign
and self-limted. The published data that we have
seen we feel has underestimated the nunber of | ocal
reactions to be expected percentage-w se. A lot of
the data is fromthe 1960's and early 1970's, as well
as using the product insert. | think we have seen a
nunber of ei t her anecdot al reports, our own
experience, and some unpublished reports that show
that these nunbers, although significantly higher
perhaps in terns of recurrence, still are benign and
self-limted

Now we have had the opportunity to review
what | was told were stanped final clinical
gui del i nes that are now being put out to the Services

for final review Qur concerns are the potenti al
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that these guidelines may be a little bit overly
aggressive, particularly in the area of noderate and
severe reactions. And our concerns are that our
experience in what we have known from either
publ i shed or unpublished reports and our anecdotal
evidence is that these are still relatively benign
and self-limted events. But what we are seeing in
the qguidelines are that iif you have a severe
reaction, which is anything over 12 cm of erythenma or
induration, you are -- you nust be seen by a
physician and you nust be started on oral steroids
and you will not continue in the program until you
have had an eval uation or perhaps and foll owup by an
allergist to allow you to continue in this program
W are concerned that this is going to lead to a
nunber of unnecessary exenptions and a dimnution in
readiness as well as really strained nmedical and
logistic systenms that are already strained by
inplenenting this program and trying to carry it
forward. And also legal concerns. Wien these
guidelines go out, the feeling that we have at | east
is this now becones the standard of care. And if you
don't follow that, we may run into some problens.

And looking to the guidelines, if someone needs to
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see a very busy general nedical officer in the mddle
of nowhere who has got a roonful of troops needing
nmedi cal care, he may not have tinme to |eaf through
t hese extensive guidelines and see exactly what he
should be doing. Wth sonething that 1 ooks
relatively mnor and the experience over the |ast
year may be that this is benign and self-limted and
that may not carry forth to the extent that the
gui del i nes are requiring.

Wth that, we would certainly invite --
if there is information we don't have that would
suggest that, yes, this is the way we need to be
proceeding on these |ocal reactions, especially the
noderate and severe ones, we would certainly like to
hear that. But at this point, our experience and
what we have read does not sort of agree with at
| east the extent of the guidelines at this point.

Qur other concern is it is unclear to us
that these were really consensus or evidence-based
gui del i nes. And again, we would wel cone input. | f
we are incorrect in that view, we certainly would
wel come that input. And hopefully we will get some
input fromthe other people who are involved in this

program or have interest in it over the next day or
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two. That is all | have. Thank you. Any questions?

DR PERROTTA: Any questions for
Commander Tedesco? Wuld you identify yourself for
our reporter?

COLONEL ENGLER Sure. | am Col onel
Engl er from Wl ter Reed.

COMVANDER TEDESCO W did try to call
you yesterday, ma'am al so.

COLONEL ENGLER: I am not sure that the
Board has seen the draft docunments at all.

COMWANDER TEDESCO  No, they have not.

COLONEL ENGLER  So it is kind of unfair
in the sense of bringing it up. Your report --

COMWANDER TEDESCO  The only reason | did
bring it up is | was told yesterday those were final
docunent s. It wasn't a draft anynore. And that may
be untrue al so.

COLONEL ENGLER: Ri ght. Vell, no, |
think you bring up sone very inportant points. In
May, when the clinical Anthrax neeting was held at
USAMRIID with Tri-Service and Reserve attendance,
there was a panel discussion and | gave a
presentation about cases that we had seen at Walter

Reed or that had been sent to me via e-nmail that
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clinicians were seeing in the trenches, and the fact
that the clinicians were truly scranbling in terns of
how to even manage or approach these. And what has
happened in too many sites is that the clinical
folks, frequently nursing personnel, would tel
people this is normal. 102 degree fever is a norna
Anthrax reaction, not consistent with the package
insert. 12 cmis 120 nm That is the entire upper
arm extendi ng bel ow the el bow. Mst of these people
do have system c synptons. And the rate of wonen
conpared to nmen -- and | brought a copy of the
abstract for Gegory Poland that we have submtted --
is twice that for nen. So you have a very small and.
And how many women were in your group?

COMVANDER TEDESCO  (One.

COLONEL ENGER: Ckay. So | think that
what you have to understand is that that grew out of
a trenendous hue and cry of what do we do wi th people
and a hue and cry from the line from all three
Services that nmade its way to Congress and the
Congr essi onal heari ngs on adver se reaction
managenent, and the DoD was chal | enged by Congressman
Shea to show that they are adequately educating the

providers in the trenches how to manage adverse
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reaction and that those adverse reactions are being
acknow edged and treated appropriately. There is a
panel testifying at the Congressional hearings of
Service nmenbers that was pretty disturbing. [If your
armswells starting the evening after the vaccine the
way | have described and then you are ill for a week,
to be told that that is not due to the Anthrax --
there is no other drug reaction | amaware of where a
tenporal association like that is not assuned to be
due to the drug. And they would get revaccinated and
people would get very scared that they were being
made sick, fed by the Internet that they mght get
@l f war illness and be pernmanently disabled. Al of
this testinony on the part of the panel -- the
Service nenbers really put a very bad light on al
three Services nedical delivery systemand how it was
responding to the problens. So as a result, at the
clinical neeting, we attenpted to get all the
potential descriptions of adverse reactions, not
making a judgnent about causality but tenpora
rel ati onshi p.

| absolutely agree with you and make a
recormendation that the draft that we worked on at

Walter Reed for dozens of hours with ny staff would
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then be in a clinical neeting reworked with review by
the CDC, et cetera. Because of the pressure -- this
is a draft of guidelines. The pressure is to get
sonmething out there to begin to work from The
problem of saying | don't have tinme or nedical corps
people to take care of the adverse reactions, that
doesn't fly very well with Congress. W either can
do the job correctly or we can't. And there were
several people who testified and sent in to the
Congressi onal panel the fact that it was the Service
menbers calling the GAO office from phone booths
because they were afraid to say anything that the
nessage is you will take Anthrax and you will say it
is good and fine and nothing is a problem And if you
get sick, you will be "treated as a dirt bag" or as a
mal i ngerer or as a bad person. There are several
wonmen who have <chronic illness and have other
di seases that are being identified who were treated
very badly which raised the concern of the fenale
Congresswonen as to are we still in an era where
wonren who have problens are just consi der ed
conpl ainers or malingerers? The fact that the imune
system of wonmen mght be different and the response

somewhat different to the vaccine really hasn't been
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addressed and there certainly isn't any data.

So | would wel come very nmuch that this be
reviewed here at the AFEB in detail wth sone
di scussion input. Because there isn't any evidence.
This is a clinical attenpt to begin the process and
then by all nmeans make it highly nodifiable. It is
based on our experience and the experience of a
nunber of other sites that have dealt with -- again,
in fairness, relative to the total nunber of people
i muni zed, we are still talking about less than 10
percent. But | would challenge you that there is no
other vaccine where a 5 cm local reaction is
considered normal. 12 cm as | have described, if it
happens to you is not a mnor reaction. And it is
usual |y associated with a flu-like illness and fever.

Ken Hoffman in Korea has collected a |ot of data on
al nost 2,000 people, and it is quite clear that these
| ocal reactions are disabling. Now they are due to
the fact that there is alumnum hydroxide in this
vacci ne. In the 1950's and 1960's, alum num
hydroxide -- you can find articles that say don't
gi ve al um num hydr oxi de cont ai ni ng vacci nes
subcut aneously, because it w |l cause serious |arge

| ocal reaction. If you give it IM it won't be a

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

60

probl em

Now here we have a vaccine given by the
wong route, if you will, but that is what is in the
package insert. There is prelimnary data from
USAMRI I D that was presented to the FDA in Decenber of
1998 showing that the IM route is equivalent,
significantly less norbid, and by the way, the two
week dose is unnecessary. Unfortunately, the funding
for expanding this study to the nunbers that the FDA
required to change the package insert was not noved
forward expeditiously. And it is a great distress
because frankly the guidelines | would rather for
large locals, had you all enabled ne and ny clinica
coll eagues to give the vaccine IM -- because that
woul d make nore sense than pre-treating and topical -
- COLONEL BRADSHAW Let ne speak to that.
And Col onel G abenstein nmay speak to it later. But
the | ongitudinal study commttee, which Dr. Poland is
a menber and others, we are pressing to get the IM
study. So that is on the agenda and we are trying to
increase the prioritization of the I Mroute.

COLONEL ENGLER: Ri ght. But again, at
this point, before we change to -- that is going to

take time and | would |ike sone help. In any other
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practice, a physician does things off the label if it
nmedi cally, imunologically nakes sense. Because
Anthrax is a political program in a sense the
clinicians hands have to sonme degree been tied. So
that being able to give the IMroute already before
the whole -- as you know, it takes tine to do the
studies and get the FDA approval. To those people
who have had serious adverse reactions in terns of
the local would nake sense, particularly those that
are notivated to continue or high risk in view of
depl oynent . But there are a whole bunch of
clinically challenging questions that as this program
expands and as the nunber of doses increase, where
hyper-responder frequency is going to increase -- we
| earned from rabies and we |earned from pneunovac
that giving too nmany doses wll eventually mnake the
subpopul ati on of hyper-responders si ck. And we've
got to address that before we get past the sixth
dose, especially as we get to the mllion and a half.
The issue of the managenent -- | nean, the Reserves
are desperately in need of help. They don't have
enough resources to manage the problens, and that is
what the Congressional hearings asked. Do you have

enough resources to manage this program and | think
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the answer is no. And that what needs to happen is
additional resources need to be identified and we
need to develop training networks to assi st people.

So the guidelines are a first stab based

on -- renenber, we are on external review I was
attacked that | was being too aggressive in
continuing immnizations, and | said | don't feel

confortable doing this by nyself. There needs to be
an expert group, preferably also from CDC, this group
and civilian consultants as to us noving ahead wth
i mmuni zing. The problemis if sonmebody gets sick as
we ignore sonme of these things in a nore chronic way,
we will potentially be open to great criticism So
we've got to nake it visible and open, and by all
nmeans we need to attack those guidelines, but we need
to work them out.

DR PERROITA: Are there any other
guestions for Commander Tedesco? Thanks, Col onel.

COMVANDER TEDESCO | appreciate your
comment s.

DR PERROTTA: Col onel Andrew Warde, who
is our British Medical Liaison Oficer is up next.
And Andrew, you have sone guests that you would Iike

to i ntroduce?

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

63
COLONEL WARDE: Yes, Dr. Perrotta and

everyone else. | would just like to thank the Armed
Forces Epi dem ol ogi cal Board for allowi ng three of ny
British nmedical colleagues to attend today' s neetings
to observe the work of the Board. | would like to
i ntroduce them to you. First of all, Colonel John
Graham who is a public health physician and the
British Iiaison officer here in the National Capital
area responsible for Gulf health issues and Veterans
Affairs. Next to himis Colonel Robert Thornton, who
is visiting this week from the Tri-Service Surgeon
General's Departnment in the British Mnistry of
Def ense. He is the Assistant Director of Medical
Policy and responsible for the developnment and
promul gation of strategic policy, standards for the
pronotion of health, and the prevention of disease
and coordi nation. Next to him is Colonel Sinon
MIller, a consultant in public health nedicine. He
is fromthe Arny Medical Director with responsibility
for heal t h policy and heal t h surveil | ance,
conmuni cabl e di sease control, and conm ssioning the
coordination of health related research. He is also
t he Parks professor of preventive nedicine. This was

a post created in 1860, when the Royal Arny Medical
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College was founded, and he is responsible for
teaching Arny doctors about aspects of preventive
nmedicine of mlitary inportance. The visitors from
the UK are spending this week in the National Capital
ar ea. Yesterday, we had a very useful visit to the
US Arny Center for Health Pronotion and Preventive
Medi ci ne. This norning, as | say, we are very
grateful for the chance to observe the work of the
AFEB. W are neeting with nenbers of the Departnent
of Preventive Medicine and Biostatistics of this
University this afternoon, and visiting the Valter
Reed Arny Institute of Research tonorrow W are
hol ding a working group on Thursday norning ai ned at
maki ng further progress on harnonizing systens for
depl oynent health surveillance between the allies,
and then attending the joint preventive nedicine
policy group neeting in the afternoon. To wind up the

week on Friday, we are visiting the Arny Surgeon

Ceneral ' s headquarters. So a very busy week and a
useful one. Again, thank you, sir, for allow ng
their presence here today. That is all | have to
report.

DR PERROTTA: Any of the Board nenbers

and mlitary staff wll avail thenselves to our
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coll eagues from the UK and any questions they may
have.

COLONEL WARDE: Thank you

DR PERROITA: Li eutenant Col onel Frank
Souter fromthe Canadi an Medi cal Liaison Ofice.

LI EUTENANT COLONEL SOUTER: Il wll be
very brief to get us back on track here. What |
would like to do is just update the presentation |
gave in April in San D ego. Sone of you who were
present for that and ny subsequent presentation at
the APIV conference would note that there are nunbers
in our Anthrax adverse effects study that didn't
jive. Wat | have for the Board are the final
nunbers and the final rates of events.

Essentially to punctuate what has been
said in the last couple of presentations. The rates
are significant, especially with the mld events, 9.5
percent with the 576 is what we found. Moderate is
0.5 percent. W have had no severe reactions and 5
system c reactions over this 576, with the
possibility of a sixth that is going to Health
Canada's Causality Commttee to determne whether
this actually was an adverse event. If you recall,

this was a neurol ogical reaction at 6 nonths.
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So once again, | amgoing to say to you
this is not the final report because it does have to
be reviewed by Health Canada. But at the next Board
meeting, | will submt a final report. This interim
has been given to the Secretary.

The other thing | would just like to
alert you to is that the Canadi an Forces is currently
engaged in a fairly large retrospective environnental
hazards assessnent in areas of Croatia, where sonme of
our nenbers saw active duty in the 1993 to 1995 tine
peri od. | can't report on the findings of that
assessnment at that tinme, as it is subject to a
Canadian Board inquiry, but | should have sone

information for you again at the next Board neeting

and I will pass it on at that tinme. That is all |
have to say unless there are any questions. Thank
you.

DR PERROITA: Thank vyou, Frank. Any
questions for Lieutenant Colonel Souter?  Ckay. I
would like to take the chair prerogative and do a
little rearranging. Wat would a neeting of ours be
without a little rearranging. VW& have one of our
speakers, who | think is not yet here, in the next

sessi on. So what | think I would like to do is ask
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Geg Poland to nmake a presentation of sone of the
work that his conmttee has done, and then we wll
take a break until 10:00.

DR ATKINS: Debbie Maiese is here if
that is who you are tal ki ng about.

DR PERROTTA: No. W have got sonebody
el se.

DR POLAND: Well, for alnost two years |

think it has been we have been working on this

Vaccines in the Mlitary Report. It has cone to
gestation and the delivery was easy. It is a healthy
baby, | am proud to say. | have taken nerciless

kidding from nmy subcommttee about the thickness of
this report. However, next to it on ny table this
nmorning was this other report, and | just want to
point that out to those who engaged in the personal
attacks on ny -- no, | am kidding. It is not that
big. | hope it will be useful.

| particularly, after two years of work -
- you know, it always conmes down, for those of you
who wite grants for exanple, it always comes down to
that |ast week. Vll, it came down to this |ast
week, and | particularly want to acknow edge N cky

Jordan. And, N cky, if you will just stand up for a
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m nut e because | want to give you a round of applause
for what you did. It is not to enbarrass you but to
truly recognize you. Ni cky and CHPPM took on the
responsi bility of publishing and binding this thing.
The one thing that | was just nost pleased about is
that Nicky was on the e-nmail to ne nearly every day
getting the details of this straightened out wth
about a week's notice getting it printed so that we
could have it at the neeting here. W only have one
box. The second box, | understand, is comng this
nor ni ng. So there will be a copy for each of the
Board nenbers. Colonel D niega has been a supporter
of this project all the way through. So we are going
to give him the first signed copy by Dennis and
nyself. So thank you all for your input into this.

COLONEL DINIEGA: Al the credit goes to
the subcommittee and all the other people who hel ped.
And thanks to the CHPPM for volunteering as they did
wth the injury report that AFEB put out for
vol unteering to sponsor the printing and publication
of the imunization report.

DR PERROTTA: And as President, | would
like to echo those thanks to CHPPM and everybody

there, but to really focus ny praise on the
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subcomm ttee chair, Geg Poland. In the six years
that Geg and | have been here, he has been an

absol ute go-to guy whenever we needed sonething. And

when Captain Trunp would call and say we need
sonmething, | would say let's give Geg a call, and he
was always there for us. And this report -- while he

said the delivery was easy, this is a huge baby and
an excellent piece of work. So, again, | would really
like for us to recognize Geg' s |leadership and his
witing and herding the cats who were on the
conmittee.

Before we take a break, | wanted to pass
along a word of remenbrance for a fornmer AFEB nenber
Dr. Llewellyn Legters, who was the Chair of

Preventi ve Medicine and Bionetrics here at USUS who

passed away in August. W had a burial and service
yest er day. So one of the forner nenbers on this
Board has just recently passed away. A nonent of

remenbrance for Dr. Letkers. Wth that, let's go
ahead and take a break until 10:00 and we will start
wi t h Debbi e Mai ese.

COLONEL DI NI EGA: Hol d on. Just a
remnder, testing is going on in the cafeteria. You

can still go in there and buy stuff. Qtherwi se, go to

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

70

William I1l, which is catycorner of the courtyard on
the first floor.

(Whereupon, at 9:39 a.m off the record
until 10:01 a.m)

DR PERROITA: The only thing constant is
change. Are you okay by this, Colonel D niega?

COLONEL DI NI EGA: Yes.

DR PERROTTA: I appreciate your
flexibility. Because of schedules and timng from
some of our speakers and for flow of material, let's

start this norning's Health Pronotion and Mi ntenance
Subcomm ttee Meeting wth a presentation from
sonebody t hat woul d be presenting in t he
Envi ronmental and Occupational Health Subcommittee.
Major -- let's see and nake sure that | get it all
right here. Maj or Bridgette Carr is from the Ar
Force Safety Center and is going to present sone
information on sports and recreational injuries in
the Air Force. W would like to thank Professor Baker
for making the recommendation that Bridgette join us.
Good norni ng. After that, we are going to have
Debbi e Mai ese and then Dr. Bob Bray, for those of you
who need to know the schedul e for the next hour.

MAJOR CARR.  Good norning. | amfromthe
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Air Force Safety Center, as John just said, and the
research function at the Air Force Safety Center is
relatively new. | don't know if anybody here is
representing other Services safety center. Typically
they are a group that takes <care of mshap
i nvestigations and reporting. The research function
is new and they wanted an epi dem ol ogi st there thanks
to your recommendation. | have been there two years.
I was the first person to perform the research
function. Pretty soon we are going to be six strong
with two epidem ol ogi sts.

| wanted to introduce you to the Safety
Center and ny purpose is nmainly two-fold. To let you
know of the resource there, know of the immunol ogi ca
research at the Ar Force Safety Center and other
Safety Centers, and al so open the door to | ooking for
part nershi ps bet ween t he safety and nmedi ca
comunities, because this data base there in the
research function is kind of an untapped gol dm ne, as
hopefully you will see by nme wal king you through a
very, very quick study.

The research teamright now -- as | say,
we are six strong. There are going to be two

epi dem ol ogi sts. Colonel Robinson is comng at the
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end of the nonth. VW have two psychol ogists that
were picked by default, not necessarily by design.
W have to have two psychol ogi sts. One is an I MA and
one is a Ph.D. research. And then two data anal ysts
who have been at the Safety Center for a long tine
doing sinple statistics and helping with the flight
m shap reports.

Sone of the data issues | want to nake
you aware of. The Air Force instruction that guides
the reporting and investigation process is our Ar
Force Instruction 91204. It is a huge, thick,
conpl i cated docunent, but for the purpose here I want
you to be aware of one of the things that wll
trigger a report for a mlitary nmenber or an Ar
Force menber | should say is that the person m sses a
day subsequent to their injury -- they mss a day of
wor k subsequent to their injury. So we do not at all
catch, for exanple, out-patient data where they woul d
return right to work. Nor would we catch soneone who
was injured on Friday and they felt better by Mnday.
W mss all of those too. W kind of call it the
Friday night syndrone or the weekend syndrone. e
mss all of those. However, if you live with this

bias over tinme, you can certainly use the picture
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over and over again for a conparative, as you Wwl
see.

So for active duty, be aware that all of
t hese are captured for on and off-duty injuries. The
data base has been conputerized since 1987 and prior
to that everything is saved on mcrofiche.

In sports and rec -- as you saw, that was
conputerized since 1987, so | just used the
conputeri zed data base. So this is our active duty
Air Force statistics, if you wll, and brief
epi dem ol ogy. The source for injuries is our data
base, the Air Force Safety Center, and of course by
conpared to Randol ph for the popul ati on proportions.

It has been nodified over the years, the
definitions, because the AFI has changed a little
bit. R ght now the sports and injury report is just
15 fields required, where before there were 34 to 50.

And just to help organize this, the word | have
drilled into is ground mshaps -- in other words, not
flight and not weapons. The subcategory is sports
and recreation, so they were off-duty only people,
and they are sports and recreation. Not donesti c,
for exanple, people hurting thenselves in the kitchen

or working on their cars. This is true sports and
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recreation. And also just for information, we are
going to publish a -- not unlike the injuries in the
mlitary, the hidden epidemc book -- we are also

going to publish one fromthis data base on injuries
in the Air Force, a technical report.

If you |l ook at the reported sports, these
are how they are proportionately. Basketball and so
on down the Iline. This is not to say by any neans
that basketball is nore dangerous. It is nostly a
reflection that it is the nost popular. And as you
can see, the top 3 nmake alnost half of all the sports
and recreation injuries. Again, it doesn't nean they
are the nost dangerous per nman-hour of play. It is
likely that they are the nost popul ar. If you | ook
in the sports nedicine literature, you know football
per man-hour of play is one of the nore dangerous
sports, but not necessarily basketball.

If we |look at what were the nost costly
in terns of lives lost in severe injury, these are
the sports and recreation activities. Losi ng peopl e
in the water and injuring people in the water and so
on.

I wll just do a very, very quick

overview, and again all of this wll be in the

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

75

technical report. |If we look at the age distribution
of our population over the last 10 years, this is an
average. So this is our age distribution over the
| ast 10 years of our total force, nmen and wonen. You
see where over the last 10 years, we had been about
16 percent wonen in green. If we look at just the
injured, the distribution is relatively simlar. So
you can't say that we are overrepresented in certain
ages nor sex.

W realize that our mlitary has been
declining or shrinking over the years and you can see
that here. These are just nunbers -- all these
slides wll be just nunbers and not incidences.
Despite the decline in size of the population of the
Air Force, the nunmber of wonen has been relatively
consistent. You see anong injured stratified by the
fiscal year, the decline in reporting of sports and
rec injuries has pretty much mrrored the decline or
the shrinking of the force. And again, constant

nunmbers i n wonen which match our distribution.

Now we wll look at sonme of the
i nteresting - - I t hi nk anyway, bei ng an
epidemol ogist -- things about the sports and rec
i njuries. Basketball has declined slightly, or |
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shoul d say it has matched our shrinking force. These
are just counts again. And they can stratify it on
t he sex. You can see it is certainly nore popular
for males -- basketball. There is sone seasonality.
Thi s background noi se probably represents what goes
on indoor all the time, the pick-up ganes and so on,
and the spi ke would be the squadrons conpeting. Age
distribution for just basketball relatively mrrors
our popul ations distribution.

W can also look at what parts are
injured, and for the purpose of this group and a few
others, | have |unped many of the parts together. |
think there are around 100 options or so in our data
base, and | just lunped them together. As mght be
expected, foot and ankle injuries playing basket bal

are proportionally the nost common type of injury for

that sport. Anmong the sports, one of the nost
representative for broken noses, but a small
proportion of all injuries.

On here we have an idea for what is the
typical injury like. |If we added up all the days of
work lost for the 10-year period, it added up to
t hat . But again, renmenber this is the tip of the

i ceberg because of reporting bias. So this is
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unreliable as far as an absolute nunber of how nmany
days did we mss due to basketball injuries. But
this is probably very close, the average reported
basketball injury where the worker mssed at |east a
subsequent workday to his injury. That is about how
many days they have m ssed. If they were
hospitalized, that is the average hospital stay. And
these, if you wanted to read this later, this is how
you -- for all the future statistics where you would
see this chart, this is how you would interpret it.
Since you have that, I will just skip ahead.

Sonmething else we can use the data with
the data base is to not only |ook at each sport, but

we can conpare sports. For exanple, if you wanted to

conpare baseball and softball, we can see the average
time lost per injury for baseball is a little |onger
than the average tine lost for softball, and that is

to be expected. 33 baseball hits versus 649 softball
hits. Baseball is not -- has been sort of -- | don't
want to say outlawed, but has been discouraged in the
Air Force over tine. Softball remains very, very
popul ar. And over time with the breakaway bases and
rubberized cleats and so on, you can guess that sone

of these interventions may or nay not nake a
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di fference. If you wanted, you could |ook at the
injury reports.

One thing that | have -- | have sanples.

If you would like to |ook at what data are gathered
for these sports and rec injuries. The investigator
is charged to get to the cause of the injury. So
there is a narrative, the very last item on the
report, that is just incredible. It doesn't exist
anywhere else. It is even better than what would be
on the nedical record if you wanted to see it.
Because the investigator is charged to try and find
out the actual cause of the injury.

If you wanted to conpare tackle footbal
and touch and flag football, we could do that too.
Tackl e football is another one of those where again |
don't want to use the word outlawed, but been
di scouraged. It has declined four-fold since 1989 --
| should say injuries have declined four-fold, and
that is probably a direct reflection of decrease in
playing of tackle football. Touch and flag has
declined al so. Again, this count sort of reflects
our shrinking force nore or |ess.

W were understanding at the Safety

Center that tackle football was pretty nuch not
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allowed at all anywhere, so we wanted to find out
where these people were getting hurt. Wen you | ook
at these bases, only the green stars are bases that
reported injuries in the United State. The acadeny,
of course, and all the rest are in Europe. You see
Germany, United Kingdom and so on. And now, nobst of
t hese European bases are closed. Statistics on
tackle football, the average injury, time |ost,
| onger than the touch and flag as woul d be expect ed.
W wanted to lunp together just sone
notorized toys. Here they are. W have had sone
fatalities with those. By the way, the injury
categories would be lost work day, permanent or

partial disability, permanent total disability and

fatal. Those would be the four only. So this
category, if you wll, all four you wll see
represented -- 7 fatalities.

Over tine if you were to plot on our
declining force, we would expect the count to be
going down like this, so this relative stability or
perhaps slight increase mght represent a true
i ncreased incidence of reporting of injuries related
to notorized toys.

W wanted to | ook at snow skiing and snow
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boar di ng. W did have a couple of fatalities
associated with skiing and serious injury. And for
snow boarding, 71 hits over the 10-year period versus
479. Again, you can't count on the absol ute nunbers,
but the proportion is probably likely accurate wth
the exception of one thing, which is that snow
boarding is, of course, increasing in popularity. And
we see that here. Snow skiing injuries declining
faster than our shrinking force counts, and snow
boarding injuries increasing. So probably the sane
nunber of people are hitting the slopes and we see
nor e peopl e snow boardi ng versus skiing now
Seasonality, of course, to snow skiing

And | wanted to point out the nmale age distribution
mat ches proportionately our force make-up. Over -
representation, one, not only of fenales, because we
are only -- for the 10-year period, we have only been
16 percent fenmales and this is roughly 35 percent or
So. So over-representation in females and a
di sproportionate age distribution. So is this a
reflection of increased popularity of skiing in wonmen
or increased risk to injury for wonen. And when you
drill into the sports and nedical Iliterature, it

| ooks |ike wonen are nore prone to skiing injuries.
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So this is perhaps an area to target sone prevention
during pre-skiing season. Just pointing out an
exanpl e of how we can use these data.

Another interesting thing if you are an
epi dem ol ogi st fenmale and a sports physiologist, the
parts of our bodies that we injure snow skiing --
knee injury is very high proportionately, alnost 40
percent of the injuries are knee injuries. Back and
spine are 11.7 percent. Conpare this to snow
boarding, just 4.2 percent are knee injuries. When
you think about it, that kind of mnakes sense. Qur
feet are buckled into that solid board and our knees
are not allowed to flail apart so nuch. A hi gher

proportion of back, spine, head and neck injuries.

The highest proportion are what | want to call
landing injuries -- breaking a fall with the arm and
SO on.

Mlitary people tend to hurt and kil
t hensel ves in autonobile accidents and in the water.
And this is not because we are mlitary, this is
because we are people. And in fact, if you |ook at
the incidences of water injuries, drownings and car
crashes, the expectation of lives lost would be

hi gher, and especially considering that we are nostly
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young and nostly nmale. You know nostly young nal es
are at risk for fatal car crashes. The expectation
of lives lost would be higher than we actually
experience. So this is good news.

Anyway, these are the activities that |
| unped all under injuries in water. Over-represented
by water skiing injuries. Second is sw nmng and
wadi ng. But if you look at lives |lost, water skiing
falls down to just one fatality, and | believe this
one was an inpact or crash injury. Many of these are
not only drownings -- by the way, nost of these
people if in fact not all of them who drown did not
have a personal flotation device as you woul d expect.

But sone people were lost in a crash, a boating
crash or a jet ski crash, so the inpact killed them
and not necessarily the inability to swi m away.

Running injuries surprised nme because
there is a sharp decline over time in running
injuries. | thought, why would this be? And for
those of you who don't know, the Air Force swtched
to a cycle ergonetry fitness test and we sit on a
stationary bike and peddle and we are on a heart
nmonitor to do our fitness test. W used to have to

run a mle and a half in X period of tine based on
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our age and sex. So | wondered if this mght have
anything to do with it, but you can't tell with the
reports. You would have to guess at sonething el se.
You see the sex distribution with a little bit of
over-representation by femal es, because again we were
only about 16 percent fenmale on average for the 10-
year period. So again, we note this decline. I
t hought, well, we can't get that answer but maybe if
we |ook at bicycling that mght help support this
guess that people quit running so nuch after our
fitness test changed. And in fact, when you | ook at
bicycling injuries, the count has stayed relatively
stable to a slight decline. So perhaps it is because
we don't have this running requirenent any nore.
Over-representation in females slight -- very slight.
The seasonality of running is pretty nuch
const ant . Over age di stribution, it is
di sproportionate in males because this spike should
be higher, and again in fenales. If you drill into
the sports nedical literature, this is to be
expected. So this isn't a mlitary thing, this is a
hurman t hi ng.
Bi cycling t he same t hi ng.

Di sproportionate age representation conpared to our
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force and the sane with the wonen.

W | ost sone people hiking. Here were the
activities | lunped together for that. 1 just wanted
to show you that quickly. 9 to 14 were falls from
great heights. Three were caught in |andslide or
flash fl oodi ng. And where mght these people have
been recreating? These were the bases they were

assigned to over the 10-year period for just the

fatal events -- Colorado, which mght be expected,
and California scenic areas, in other words cliff
ar eas.

Hunting injuries, sone fatalities and
severe injury. This one |I still kept -- it wasn't a
notorized toy injury because his primary activity was
hunting and | did not duplicate any of these. He was
an 18-year-old and he was crushed, but the others
were killed by a gunshot, for exanple. Seasonal ity
of hunt i ng as woul d be expect ed. Very
di sproportionate age distribution conpared to what we
are, a high score distribution. Parts injured --
these were back injuries nostly from lifting and
carrying their gear. Il will get to these in a
second. G her than these, the rest were typical

hi ki ng, wal king and sightseeing injury, except again
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for hurting the back because they are carrying or
draggi ng the gear.

This right here, this was seen nowhere
else. | did a nedical search on this and | haven't
found it. If sone of you have, please let nme know
People falling from | ookouts hunting. 40 percent of
our injuries are that. So this is definitely a
clustering and sonething we should work out and get
the word out pre-season. The rest were accidental
deat hs.

Wien you think about it, hunting as we
saw is definitely seasonal and probably just a snall
proportion of people do it. So this is really -- when
you think about that, how seasonal it is and how few
people mght really hunt, this is definitely a
cluster. Yes, ma' anf

AUDI ENCE MEMBER |s there any -- | ooking
into al cohol -rel ated aspects.

MAJOR CARR Excel | ent questi on. The
folks are charged to, if they suspect alcohol, to do
a BAT. Il will get to this at the very end. The
safety folks are not trained at all in nedica
surveillance, so they say |I don't think al cohol was

suspected, and therefore | amnot going to test. Wiuat
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the nentality should be is | want to prove or
di sprove al cohol involvenent and therefore | wll
t est. So we are having a hard tinme switching that

mentality. W know with nost hunting injuries, they
will not even go there.

AUDI ENCE MEMBER: And the water sport
injuries as wel I ?

MAJOR CARR Correct. The sane thing.
The car crashes are different because there is |aw
enforcenent that usually helps there. That is a big
unknown.

Firearm use and injuries -- in |ight of
everything el se going on right now in the country, |
wanted to just | ook at accidental injuries associated
with guns and gun paraphernalia. These were, again,
not doubl e counted. These were people that were just
hurt and that their primary activity was sonething
other than hunting. Al kinds of serious injury and
fatalities. Here are the activities that | |unped
under that -- didn't know the gun was there, a
ri cochet, putting away the gun, gun bouncing around
in the glove conpartnent of the car and discharged.
Just all Kkinds of inexperienced, unfamliarity Kkinds

of accidents. There is a seasonal peak that mrrors
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our regular hunting season, and this peak | asked the
hunters and they said, well, that is bird hunting
season. But when | |ook at sone of the reports, not
all of them were necessary shots associated with bird
hunting. What | amguessing as | |look at the reports
is this background, if you were to draw a |ine there,
that is the unfamliarity with the gun and didn't
know it was there and unfamliarity of its use. And
this nmay be the true clusters that are associated --
hunting, cleaning the guns pre and post-season and so
on.

Di sproportionate age distribution. When
you saw the hunting, older people were represented
This type tends to be nostly inexperienced gun

handlers. Again, it mrrors our force. Here you see

the working fatalities. Again, those are in your
notes. 1 don't want to hold you too | ong.

Loss  of life and serious injury
associ ated with |ivestock. These are the things |
| unped toget her. Sonme people hurt on nechanical

bulls and canel witing. A spectator got hurt at the
r odeo. Sone seasonality and over-representation by
proportion of fenales. Most of the female injuries

were horse associ at ed. Most of the male injuries
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were rodeo injuries. O the rodeo events, 81 percent
were associated with bull riding. And again, if you
drill into the sports nmedicine literature -- once you
identify things, you can drill into that literature
and find out this is to be expected. This report did
not say whet her the disnount was prenature.

Wightlifting -- | wanted to | ook at that
because we know that is, |ike basketball, indoors and
year round and so on. So not necessarily a
seasonal ity there. Age distribution |ooks exactly
i ke what we are. Head and neck is fine and back
injuries are over-represented. Wien you ook at this
cluster and you tear it apart, 62 percent of those
are |ower back, again as mght be expected wth
wei ghtlifting.

So very, very quick, the idea you can get
from using this data bank. | talked a little bit
al ong the way about the expectations of a popul ation-
based surveillance system None of these seemto be
out of the ordinary -- proportion-wise | should say.

In fact, we seemto be injured |ess because we are
mlitary. What | nmean by that is we have -- for
exanpl e, Services sanctions or sponsors so many of

these events. They have referees out there to ensure
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that the bases are breakaway and perhaps they wll
i nspect the field and nmake sure the gopher holes are
filled. They won't let people play wthout their
safety equi pnment. They wll 1look for drunk and
disorderly and eject them So we nmay not appreciate
the forces at work there and we nmay not appreciate
how much contribution these Service-sponsored events
do, but they are definitely of value. So that was
what that was about. And also, the virtue of this
safety investigation. When sonebody gets hurt and

the safety folks go out there and get to the bottom

of why the injury happened. |[|f sonebody was wearing
i mproper footwear, it will be logged. | just have a
feeling -- you know, it makes sense that sonebody is

not going to wear the wong shoes twice. Once they
get told, they are going to change.

So safety sees this whole sports and
recreation reporting system as an absolute eyesore.
They have been wanting to get rid of it forever and
t he nonmentum was strong before | got there two years
ago. | have tried to convince them this is a
valuable -- reporting these statistics and so on was
very uninteresting to them They are trained such

that, hey, | need to be able to work on sonething
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where | can nake a recommendation and change it. So
much of this sports and rec stuff is absolutely out
of my control. Wat | tried to convince themis the
reason that is all they are seeing is because they
have nmade that difference. And just as of Friday -- |
was going to cone and tell you that the sports and
rec reporting was going away, and l|ast Friday they
had a corporate neeting or policy neeting where they
deci ded, okay, we are going to keep it a little bit
longer. But | wanted to bring it out to you because
it is always the first thing they want to get rid of
on the chopping block. And if we can partner safety
and nedics together and help make them feel nore
entrenched and let them appreciate what value they
are doing to all the Services and not just for the
sake of the total force and for the nedics. W can
hand-feed the nmedics this kind of information to
target prevention and also recognition for Services.
| think the three groups working together can do a
ot to protect the total force.
As | pointed out along the way, the true
incidence is elusive. But as you can see, you can do
|ots of conparative stuff by sex and by age and by

year and so on. Questions?
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DR PERROITA: Are there any questions?

Dr. Baker?

DR BAKER | just wondered in the future
with this data, can you separate out those injuries
that mght be under control or influenced by Ar
Force policies and practices? In other words, do al
the softball areas have breakaway bases? That woul d
be just one exanple. Can you look at where the
softball -- | mean, whether you have sliding injuries
sliding into bases. Because those typically involve
non- br eakaway bases. It seens to nme if you could --
I mean, the rodeo things are interesting, but | can
see where the Air Force would say we have no contro
over whether sonebody is riding a bull or falls out
of a deer blind or sonething. But many of these
injuries are occurring on Ar Force property and
m ght be nodifiable through Air Force practices. And
if you could focus on those in one of your reports,
it mght help to ensure the future of this data base.

MAJOR CARR | don't know if nost of you
heard that. She is talking about the safety issue --
the safety equi pnent, breakaway bases and plates and
so on. The investigator is supposed to go out and

make sure that is or isn't happening, whatever the
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policy is per base, and it does appear that nost of

that has been absolutely -- you know, they are all
br eakaway. Qccasionally soneone will not check the
field and | wll stunble on a gopher hole or

sonething like that. But they appear to be doing a
great job with that. | hope that safety appreciates
that that is the value they are adding. It also is
up to the investigator to have even brought that up.
Just because he or she didn't nention that, that
doesn't nean it wasn't there. That is the other
thing we have to live wth.

DR ATKI NS: How standardized and
conputeri zed are the investigations and reporting? |
nean, are they -- do the investigators have a
standardi zed assessnent for |ooking at risks -- you
know, contributing factors, and does all that data
have to be then entered by soneone else? Are there
ways to nmake the system nore efficient by having on-
l'ine reporting?

MAJOR CARR  The question is about doing
the actual reporting process. Excellent question and
excellent point. There is a conputerized version now
where the investigator at all these bases -- and it

would be a different person every tine -- wll be
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entering this and the idea is it will go right into
the Safety Center's data base. Right now it goes to
a data entry person who has been doing this for a
long tinme, and she nakes several calls. That is good
and that is bad. What is good about it is she is
consistent. What is bad about it is that she is not
nmedically trained and so on. She is just an inputter.
And because of her own experience, she has gained a
| ot of know edge. So now when we go to this big
conputeri zed system everybody in the field will be
doing this. So we are trying to reorganize, if you
will, the data system and we are down to just these
15 fields. So rather than make it nore selectional
with some of these activities, we are hoping to rely
nore on the scenario, which is good and bad again,
because it neans you will have to be reading nore
narratives to find out what really happened, but it
is the best way for accuracy.

| didn"t copy them for everybody because
| wasn't sure of the interest, but | have copies of
dunmy reports where | have just deleted the nanes and
Social Security nunbers, if you would like to get a
copy of the reports. | would be happy to do that.

Yes, sir?
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DR LAFORCE: How do your rates conpare

to a college population? | want rates.

MAJOR CARR  Excellent question. Yes. |
have | ooked in the nedical literature because | want
to know this. Are we over-represented or not?

DR LAFORCE: Yes.

MAJOR CARR: And by all accounts -- |
| ooked at high school populations and high school
popul ati ons who play sports, collegiate popul ations,
and then anong those who play. And we appear -- what
I don't know is what proportion of Air Force people,
for exanple, really do play. If you just take a
guess, it appears that we are less injured than those
collegiate activities, and that nmay be because we are
nore seasonal and we don't have preseason training
and that kind of thing. | know the book was witten
about the hidden epidemc on injuries, but | cannot
say that we are nore prone than another popul ati on.

Anot her thing this question brought up --
| called the Centers for D sease Control and said is

t here anot her popul ati on-based sports and rec injury

surveillance system that exists that | can |ook to,
and it doesn't exist. The CDC would love to have
this. Universities are comng on line -- you know,
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the insurance prograns at the Universities, and I
t hought maybe this would help. For those students
who have student insurance, they can say how nmany got
injured with sports and rec. Johns Hopkins doesn't
even have it yet, but they are saying in a couple of
years they wll. So we wll be able to conpare
ourselves to at | east the collegiate population. And
that is not a bad conparison because we are simlar
i n age. W are over-represented with nmales, but we
can sex adj ust.

DR PERROITA: Carol ?

DR. RUNYAN: I have a couple of
guesti ons. One that follows up on that one. I's
there any nechanism to try and develop sone of the
exposure information that you have alluded to a
nunber of tinmes, not knowing what the |evel of
participation is or the hours of participation? Are
t here sone mechani sns that mght allow you to do that
even on sone special studies basis?

MAJOR CARR Cosh, | am certainly open
for suggestions. The ones | have thought of, of
course, would be doing a survey. And | wonder if the
health pronotion and public health people -- you

know, the nedical departnents can help with this.
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Because, agai n, the safety -- they are just
absolutely not trained at all. By the way, we are
trying to help get sone nmedical surveillance training
in our training bloc to becom ng safety people. Can
anybody else think of sonething to do besides going
out and doi ng spot surveys? | guess that is what we
wi |l consider recomendi ng.

DR RUNYAN: Two ot her things. One was
if you could say a little bit nore about the al cohol.
I wasn't quite clear the extent to which al cohol was
measur ed.

MAJOR CARR  (kay. On these, there is an
area for toxicity testing. It is either -- they are
supposed to say not tested, pending or that it was
positive or negative, and then it goes into what it
was positive for. The safety folks, their nentality
is | don't suspect alcohol and therefore | am not
going to test. Were as nedics, we believe the test
is to prove if it was involved or not. And getting
them to shift that gear has been very, very
difficult. They just don't want to go there. It is
an invasion of privacy and they don't want to do the
testing and so on. It is different in the car crash

reports because usually that is a |legal issue anyway
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with the police there and so on.

DR RUNYAN. And mandatory testing is out
of the question?

MAJOR CARR  Probably the nedical people
m ght address that. | know that has cone up several
times, and it seens to have just dropped as far as
enf or cenent .

COLONEL BRADSHAW | don't know that it
is out of the question. I think it is possible, but I
don't think it currently exists in policy. Do you
know anyt hi ng? | don't know about the other
Servi ces. One other thing | was going to ask
Bridgette. There are a couple of things. One was
the issue of rates. I know you nmentioned that you
don't get the stuff on the weekends and ot her things,
but do you know if there is any way that we could go
about trying to get a denomi nator so that we could
get rate-based information? And then secondarily,
adjusting it to our population. | know you nentioned
several tines getting count data and our popul ation
is decreasing and trying. That woul d be hel pful when
we are doi ng conparisons.

MAJOR CARR Sure. | am sure the Safety

Center will continue working on that. But | also
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wonder if the easier thing -- DMED, of course, does

everything not by activity but by the 1CD-9 code. It

would be wonderful, since that system has the
hospitalizations at least, and they could see -- if
this is what you are getting at -- what were they

doing. Wre they playing basketball? One extra field
t here. But | don't know which would be easier
honestly, sir.

COLONEL BRADSHAW Vell, it maght be
hel pful for us to do sonme -- as you nentioned, sone
focused studies and we can do conparability across
the two systens. But also we may want to |ook at
some of the things -- the questions that have been
rai sed by sone of the data that you have uncovered,
and then we could nmaybe do focused studies on those

so we can get the real answers.

MAJOR CARR If I could -- | am sorry,
back to this lady's point. After two years of
reading these reports, the investigator will often

say they may have suspected sonething, but they
don't pursue it. | actually want to stand up and say
-- personally, | don't think alcohol is a big problem
in people becomng nore injured. It just doesn't

appear to be there. It may be in small clusters, but
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overall | think there is a greater gain in sonething
el se.

DR ANDERSON: Are you able to identify
i ndi vi dual s who have --

MAJOR CARR.  Repeat offenders?

DR ANDERSON:  Yes.

MAJOR CARR Reporting of the nanme and
Soci al Security nunber has always been involuntary.
And what you didn't see on the age and sex
distribution -- 1 don't know if you saw the counts
dropped. Only about 60 percent did we actually have
sex information and only about 65 percent did we have
age information. But again, we probably have the big
pi ct ure.

DR ANDERSON:  Yes.

COLONEL  BRADSHAW This is Col onel
Bradshaw again real quick. Just to follow up. She
asked about the al cohol. Do you know -- you said
they don't ask very often, but do you know how often
they do test?

MAJOR CARR When they do the interview
process, they wll not only go to the individual.
They mght go to sone people who are on the field and

whatever. And they will get -- it usually cones up.
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COLONEL BRADSHAW I just wondered if

there is a percentage about how often it is actually
screened.
MAJOR CARR Probably -- | would take a

guess in the sports and rec non-car crash about 1

percent .

DR PERROITA: Let's take one nore
qguesti on.

DR SCKAS:. | had a question -- a conment
and a question about the alcohol. One of the

comments is that if you do nmandatory substance abuse
screening or alcohol surveillance on mnor injuries,
you t end to di scour age reporting in nost
circunstances. So that can be a potential problem
But if you only had it in place for hospitalized
individuals, that mght be an easier population to
target. You go after the nore severe injuries and it
m ght be easier to nmake a routine part of adm ssions.
DR RUNYAN: Just one quick question. You
mentioned two areas of concern as you were talking.
One was the threat that you have felt to the system
itself in the last year. And also you nentioned
i ssues about training of the safety investigators.

Are there ways that this Board can help with those
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i ssues?
MAJOR CARR: | am sure there will be in
the future. | also wasn't expecting to save this on

Friday, and | was ready to cone ask you if nedical

wanted to own this because safety didn't. Now t hat
they want to own it again, | wll probably junp and
try and bridge that. They are trained in civilian

organi zations. A lot of themhave a certified safety

speci alist degree and so on. They are not mlitary

trained. So | don't know how we woul d intercept that
unl ess it became or once it becane a base assignnent.
But I will [ook into that.

DR PERROITA: Let's take one nore.
Col onel Engl er?

COLONEL ENGLER Col onel Engler. | just
wanted to say, everyone is focused on al cohol. But
in actual fact, the use of over -t he- count er
anti hi st am nes and in the mlitary sedating
anti hi stam nes because of cost issues, there is now
overwhel mng data that if you Ilook at driving
per f or mance, ant i hi st am nes interfere nor e
significantly than |egal drunken and al cohol |evels.

And you mght want to add that issue since it is 20

percent of the population wuses them and the
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inmpairment is not conscious to the user. So that in
the testing done in the Canada |aboratory, nost
people didn't feel they were inpaired, but their
driving performance response was as if they were
| egal |y drunk.

DR PERROTTA: Thanks again, Major. I
think what | would like to reconmend is we have sone
very smart people in the injury arena, and | think
Prof essor Baker brought you to our attention and
encouraged us to invite you. And | perhaps woul d
like to, maybe as a parting act, ask that we continue
a collaboration with the Safety Centers, nmaybe ai m ng
towards nore collaboration with the nedic side or
what ever . | can't imagine that given the size of
this problem that nost of us would feel in good
conscience to watch this source of information, even
t hough sonme of it we can't do much about or is out of
the control of the command line, that we just walk
away from it. So I think I would ask that Drs
Runyan and Baker, as you continue on the Board to in-
bet ween neetings have plenty of conversations and
| ook for ways that the Board can assist your work
and you do the sane with us, using us as a resource.

Is that a reasonable request? It is sort of a blind
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request.

COLONEL  BRADSHAW This is Col onel
Br adshaw. | just wanted to also say that the
Comm ssion for Safety and Health Pronotion Council
has a specific commttee on unintentional injury, and
we can nmaybe do a followon presentation from them
A former nmenber of the Board, Colonel Defraites, is
actually chairing that commttee. So we can maybe
get a followup and work very -- because it does
involve both the safety community and the nedical
comunity.

DR PERROITA: Ri ght . And part of the
report suggested that we have useful data bases on
both sides and never the twain shall neet. And |
think we judged that as a problem way back when. So
there may be inprovenents now, but whatever we can
do.

AUDI ENCE MEMBER Can | just say it would
be very helpful to not I|imt to unintentional
injuries. Half the mlitary deaths are accident, but
a quarter are suicide and homcide, and those are
just as much injuries as are unintentional. From a
system st andpoi nt, any death is unintentional.

DR PERROTTA: Perhaps we -- as a matter
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of fact, | may be inposing on the |eadership after
nme, but | have not heard enough in ny personal
experience of six years on the Board -- heard enough

about suicide and homcide on this Board. So nmaybe |
could convince Ben to put item nunber 6 down there
for consideration. W have heard sone, but given the
extent of the problemin the general public as well
as in the mlitary, | think that would be useful. |
will leave it at that.

Debbi e Maiese is the team | eader for the
HP2010. She is out of the HHS Ofice of D sease
Prevention and Health Pronotion. She is going to
visit with us on Healthy People 2010. A rem nder to
everyone to please use the mcrophones if at all
possi bl e as you address the speakers.

M5. MAI ESE: Thank you very nuch. I
think I will actually even do ny own overheads today.
In the tinme that | have with you, | would like to
review our experience with a framework of national
health pronotion and disease prevention objectives.
Sonething that we have been wusing in the US
Department of Health and Human Services for the |ast
20 years, and give you a preview of what is to cone

over the next 10.
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It really is a very data intensive
f ramewor k. One of the slides that | didn't bring
with nme often shows healthy people as a little house
with data and surveillance systens in the foundation.

What | thought | would do is begin to sort of show
the evolution of this franmework over the past 20
years. This really began as a Surgeon Ceneral's
report in 1979. Julius Richnond of President
Carter's admnistration released for the first tine
ten-year targets. It was the first application, if
you will, of putting a forecasting tool into health
pronoti on and di sease prevention.

There were five targets set, four of
whi ch focused on reducing premature death, and the
fifth was focused on preserving independence. Those
goal s of healthy people have really netanorphasized.

Now, for 2000, we are |ooking at increasing the span
of healthy life, a very difficult thing, I mght say,
for us to neasure. W have been using sone sunmary
measures from the National Center for Health
Statistics looking at |ife expectancy and the percent
of those life years that are separated as excellent,
good or fair as well as separated in activity

limtations.
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The second goal of Healthy People 2000

| ooks at reducing disparities anmong popul ation
groups, gender, or socioeconom c status.

Qur third overarching goal focuses on
increasing access to clinical preventive services.
W rmaintain the age-specific targets that started
this initiative.

For 2010 -- and pl ease notice that we are
calling this the 2010 draft, because 2010 will not be
| aunched and officially released until January of
next year ~-- the enphasis here has been on
mai ntai ning the first goal of increasing the years of
not only healthy life, but the American people said
to us in this 1997 public coment period that they
wanted to focus on quality of l|life years, again a
tall order of how we are about to neasure not only
years of healthy life but the quality of those life
years.

You'll notice how we benchmarked the

second goal to a higher standard. Not just reducing

di sparities, but t he el imnation of heal t h
disparities, and I will dwell on that a little nore
| ater.

The  access to clinical preventive
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services has really now been enbedded in a nunber of
different chapters, and so we don't show it as a
goal .

Sone of what has happened over this two
decades has been increasing participation, public
participation, in this process. Wen this all began,
it was really a scientific conference in 1980 that
| ooked at those five life style targets and said what
can we do wth disease prevention and health
pronotion targets. And out of a conference that was
held at CDC with about 200 participants energed the
first nat i onal heal t h pronotion and di sease
prevention objectives. A Federal Register notice
solicited comments, but actually because of a change
in the admnistration, there was a sort of a hurry
and get those 1990 targets out. So there wasn't a
very -- it was really an abbreviated public conment
peri od.

The Healthy People 2000 devel opnent
really was a three-year devel opnent period begi nning
in 1987 with the Institute of Medicine inviting for
the Public Health Service sone 187 nationa
menbership organizations -- the American Hospital

Associ ation, the Anerican WMedical Association and
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others to join in the healthy people consortium Al
state health departnents and territorial health
departnents were invited to join this consortium and
they were very active in public hearings and
commenting on this framework of objectives.

For 2010, this consortium has nore than
doubled in size -- 350 national nmenber shi p
organi zations ranging from the Grl Scouts and Boy
Scouts to the Association of Retired Persons and a
ot of civic groups as well as those in the health
pr of essi ons.

One of the things that we did to begin
the 2010 devel opnent was the 1996 Conm ssion of focus
group process where we asked our stakeholders to
eval uate what had worked in Healthy People 2000 and
shoul d be preserved and what hadn't worked and needs
to be recast. | mght add that that stakehol ders
report and in fact every product that we have
produced since 1995 is up on the Internet for all to
use.

In Healthy People 2000, there was one
public comment period, five regional hearings, and
about 350 participants. In 2010, there were two

public coment periods. Again, asking in the first
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public coment period about the goals, the franmework,
and the extent to which we needed to recast the
objectives. In 1998, we actually published this 2010
draft and took public comments through five regiona
hearings and through the Internet directly. Ve
consulted and got nore than 11,000 public conments.
Thank goodness the technology has kept up with the
volume of input that we have had. Because actually
all of the public comments that we received are on
the Internet and they are conpletely word-searchabl e
for all of you to use.

W then show as a result -- perhaps again
as a direct result of this increasing participation
in this process, we can watch this framework expand
from 15 chapters that were called priority areas when
this framework started with 226 objectives to 22
priority areas that we pursue in Healthy People 2000.

And for the 2010 draft, there were actually 26
priority areas and we have now added two nore as a
result of public coment.

Let nme just give you a flavor for sone of
the subjects and the expanding areas of this
initiative. Between the first and second decade, we

added sone of the chronic diseases -- cancer and

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

110

di abet es. W Dbegan to get into sone of the
infrastructure, such as education and comunity-based
prograns. That is where we put the healthy schools
and the healthy workplace objectives. Food and drug
safety was added to this initiative in 1990. And HYV
infection, of course, wasn't even on the radar screen
when this began in 1979. Surveillance and data
systens are a set of objectives that we have now
enbedded in a new chapter called the public health
infrastructure for 2010.

Again, to give you a sense of the
i ncreasing focus and range of subject matters covered
by Healthy People, nore chronic conditions --
arthritis, osteoporosis and chronic back condition
objectives are being proposed for 2010. A new
chapter on disability and secondary conditions
focusing on disabled people and closing that gap in
their |abor force participation and in their health
status and so forth. Health communication -- again,
an interesting and new donmai n | ooking at what happens
in clinical encounters and the kinds of information
that patients say they are getting. The quality of
the information on the Internet. New subject matters

t hat we are trying to addr ess in heal t h
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conmuni cat i on.

Public health infrastructure becomes the
pl ace where we are nonitoring work force, research
and resources, and of course surveillance and data
syst ens. A whole new set of objectives. And
respiratory di seases, where we really focus on asthma
and COPD.

New focus areas that were added as a
result of public comrents. There was a trenendous
out pouring from nephrologists, renal patients, and
great debates within the Departnent about noving this
agenda. And one of the things you can see fromthis
expanding focus is we noved froma prinmary prevention
focus to now addressing secondary and tertiary
prevention activities as well. And that brings us to
i ntroduci ng chronic kidney disease to this franework
as well as the new chapter on vision and heari ng.

There has al so been an evol ution of these
chapters. David Atkins is here with us today. He is
one of the work group co-leads on this access to
quality health services chapter. The Surgeon General
has designated | ead agencies within the Departnent of
Health and Human Services for each of these focus

areas, and we have actually reached out beyond the
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Departnment and have invited the Departnent of
Education to co-lead the disabilities chapter, in
part because they are the data source for so nmany of
them and we have also invited the Food Safety and
I nspection Service of the Departnent of Agriculture
to co-lead the food safety chapter.

Let's dwell for a nonment on how even the
chapter has netanorphasized. Oiginally this was the
clinical preventive services chapter. Wen we all
nmet in Indianapolis in 1997, the objectives really
focused on primary care and clinical preventive
servi ces. But as a result of a process and
consultation from a nunber of the stakeholders, this
chapter has evolved to include now energency services
as well as long-term rehabilitative care services.
W have separated diabetes from di sabling conditions

and separated food and drug safety as well.

To a sense -- particularly in front of
this epidemologic Board -- is Healthy People has
been a data driver. As we introduce these new

subjects, we really don't shy away fromthe fact that
we are also going to explore new subject matters and
thereby present new data challenges. And we are

calling these objectives that have no national

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

113

basel i ne as devel opnental objectives for 2010. You
can see they have really always been with us from
1980 to 1990, a third of the objectives. | have to
say in that decade there really wasn't a lot of
progress in getting things neasured. In fact, about
23 percent of the objectives in the first decade were
never neasured. Wiereas with Healthy People 2000, we
have neasured all but 9 of the 91 that were
originally without any baselines. So Healthy People
has enabl ed us to go out and do prinary care provider
surveys about the extent to which counseling and
assessnment goes on in the clinical encounter. It has
hel ped us field a new school health program and sone
practices surveys |ooking at what is done in school
health education and in physical activity in the
schools. And the third domain -- and in fact, later
this week the Association for Wrk Site Health
Pronotion will release an update on our work site
health activities. Those things that are happening
in the private sector in work site health pronotion.
So we don't shy away, although these
nunbers we continue to work on with Healthy People
2010. W are down to |less than 500 objectives and

nore closely like 35 percent of these objectives are
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devel opnent al . W really are challenged about the
data developnment that we are proposing to the
Aneri can peopl e.

Let nme also talk a mnute before | |eave
this slide about the inpact the data has, and let ne
just use one set of objectives. That has to do with
provider counseling. As | nentioned, the clinical
survey that is done by the Ofice of D sease
Prevention with our partners was attenpted to be
replicated by the American College of Preventive
Medicine in 1997. But physician response rate was so
poor in this survey that we were unable to use the
results. As a direct result of that failure of
physicians to report on the extent to which they are
assessi ng and counsel i ng, we r et ool ed t hose
objectives and thanks to David Atkins and a |ot of
work has been done to recast those objectives for
2010 and to look at it from a patient's standpoint.
W are no longer going to look from a provider's
st andpoi nt . W are going to look at the extent to
whi ch the American people said at their last clinica
encounter the physician or the nurse practitioner
asked them whether they were a snoker and in turn

counsel ed about cessation. So it is a really
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interesting thing, and of course tinme doesn't permt
to give sort of all of the stories, |let alone the war
stories that go on in this sort of evolution of these
obj ecti ves.

Let nme deal wth one other really
significant devel opnent between Healthy People 2000
and Healthy People 2010. In fact, when Healthy
Peopl e began, there were no subobjectives. There was
only one national baseline and one national 10-year
target. Heal thy People 2000 began to introduce
speci al popul ati ons. In essence, where there was a
known disparity or there was a breakout by race or
ethnicity or by gender or socioeconomc status. And
the target was set on a realistic basis and rarely
the same as the national average, wth a few
exceptions in sonme service objectives.

For Healthy People 2010, as the Surgeon
CGeneral began to do progress reviews for Hi spanic
Anericans using these objectives to look at how we
are doing in inproving the health of H spanics, they
said to the Surgeon GCeneral and the Secretary for
Health, we don't like this disparity in targets. W
want one target for all population groups. The

Secretary's Council chaired by Donna Shalala wth
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Surgeon Ceneral David Satcher as the Vice Chairman
said we agree that elimnating health disparities in
this country should be where this rich nation
proceeds over the next decade. So we are setting one
target based on the President's race initiative in a
nunber of domains. W are also saying that the
snoking prevalence rates should be one for all
popul ati on groups anong services, be it mamography,
pap, imunizations -- one target for all population
groups. And with outconmes, we hold our breath and say
it is really not possible to nmake that mnuch progress
in a decade. So there were exceptions to this target
inthe long-termand in particular chronic disease.

To give you an idea, just to switch gears
for a nonent -- to really give you a sense that
Heal thy People is a consensus building process. And
for those of you who work in installations around the
country, we really did hear from people in every
state in the United States as well as from Puerto
Rico and Guam W also heard from sone international
col l eagues about this franework. And | would
encourage each of you to | ook at these coments. Let
e gi ve you t he web addr ess. It IS

www. heal t h. gov/ heal thy peopl e. Wat is really
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amazing is the draft docunent itself was key word
sear chabl e. Al of the public coments -- although
about half the public coments cane in on the
Internet, the other half that was paper coments,
even the handwitten ones were typed in and keyed
into this data base. It is a conplete repository.
If you want to look at injury prevention, you can
type in the word injury. If you want to see who
coomented from Maryland, you can just type in the
word Maryland. It is a really powerful and anmazingly
qui ck tool .

To give you a sense of the kinds of
conments we got, interestingly the access chapter got
nore than 1,200 conments. But these are exanples of
the chapters as we proposed them that got nore than
500 comments. In education and conmunity-based
progranms, we heard from school health nurses around
the country about the ratio of school health nurses
to students. In the nutrition arena, we hear a great
deal about obesity, particularly obesity as a
separate focus area and debated hard and |long in our
Healthy People steering conmttee about keeping
obesity linked to nutrition. Mat ernal infant and

child health, a ot of focus on children with special
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health care needs, and a great deal of interest in
this country on injury prevention.

Let nme share with you a mnute on how we
are doing on Healthy People 2000. This is what the
report looks like that | am about to give you the
results of. The pretty purple color doesn't quite
show up. Dr. Satcher actually released these results
at the Harvard Medical School comencenent in June.
He was acconpanied by Julius R chnond, the first
Surgeon CGeneral who released and is the founder and
father of Healthy People. It was really interesting
that several people sort of took pause at the fact
that we had only achieved 15 percent of our targets
at this late date in the decade. But | need to
remnd everyone that in 1995 we did a md-course
correction and about 85 of the targets that had
already been net in the mdstream were nade nore
chall enging. So we continued to use this as really a
driver of action.

O those 15 percent of the targets that
have been achieved, sone really good news. W
achieved the child death reduction. And for the
first tinme in this initiative, we have achieved the

adol escent death reduction. Most of the cancer
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deaths are right on target. A lot of progress in
cancer and in heart disease. W have nade
significant progress and hope to go over the top in
areas |like prenatal care and mammography screening.
But there are the challenges. | think as Dr. Satcher
uses this framework in these progress reviews, we
always talk about these challenges, particularly
those wth data where we haven't been able to nake
the assessnent as well as those that are going in the
wong direction. And some of those exanples that
this audience probably knows very well is the
i ncreasi ng of overwei ght and obesity in this country,
not only anong adults but anong children, asthm
hospitalizations, <child abuse. The topics are
t hr oughout Heal t hy Peopl e.

As | talked with our colleagues fromthe
UK at the break, | asked the extent to which they use
their For Qur Healthy Nation in the mlitary and
armed forces in the UK and he said we are picking
and choosi ng. Wll, | propose to you that Healthy
People is a full nmenu here in the United States.
That is certainly something for you to pick and
choose anong.

Let ne share with you where we are this
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year and where we are headed in the next year and
beyond. Certainly our work groups have really been
hard at work the first few nonths dealing with these
11, 000 public comrents. | actually had an intern who
sort of |ooked at the extent to which the additions
out wei ghed the nmergers and the deletions, and it was
sonething like 7 to 1 was the ratio of people saying
you need this subject and that added to this
f ramewor k. Qur book is quite nore a weighty tune
than the red book that you were given this norning.
But we are certainly grappling with trying to bal ance
this conprehensive set of objectives with a |eading
health indicator set. Sonething |ike 10 neasures
that can becone sort of a public health report card
that is nore user friendly and sonething that perhaps
t he Surgeon General and his prescription pad can give
out to every Anerican to say these are the 10 nost
i mportant things you can do for health pronotion in
your own lives and for your famly.

The other thing that we are really hard
at work on is really helping states and conmunities
to replicate this framework. W just released a
Heal t hy People 2010 tool kit that is up on the web.

And again, it shows lessons |earned and best
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practices, not only from the national experience but
fromstate and | ocal donains.

| invite all of you to join us on January
25 here in Washington, D.C. at the Omi Shoreham The
panphl et that | brought gives a listserv that you can
sign up for to get nore information about our
conf erence. That is when we wll debut Healthy
Peopl e 2010. So please join David Satcher and the
Secretary in helping us to launch this framework that
we hope will drive an action.

W are al so | ooking towards Public Health
Week. And | don't know the extent to which the Arned
Forces have really joined the public health comunity
in using that first week in April as an opportunity
to once again showcase prevention. But Dr. Satcher
in last year's series of audio conferences with the
states getting started with 2010 really encouraged
themto use that Public Health Wek as an opportunity
to set forth their own objectives. And again, the
| ocal adaptation and adoption of these goals is
really where the action is.

I would also suggest to you to get
conpani on docunents. Taki ng these objectives and

packagi ng them for your own use is again an opportune
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way to really use it as a data driver, use it as an
opportunity for promoting healthy comunities on
mlitary installations, as well as in clinical
practice in the mlitary health system There are
countless ways that we could talk about packaging
Heal thy People for your use. And why don't on that
note | stop and take sone of your questions.

DR PERROITA: Thank you. Do you have
any questions?

DR HAYWOOD: What are the budgetary
i mpl i cations?

M5,  MAI ESE: Budgetary inplications.

Healthy People is actually enbedded in three

Congr essi onal statutes. The first is the Maternal
and Child Health block grant. The second is the
Preventive Health Services block grant. And the

third is in the Indian Health Care |nprovenent Act.
So Native American/Indian Health Service. In the
first two, it is the franework for states to nonitor
and report to Congress on their expenditures under
the block grant. In the third, interestingly enough,
Congress was very prescriptive and picked 65 of the
Heal thy People 2000 objectives and asked the Indian

Heal th Service to report on those.
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W are working on -- and | don't know how
at liberty | am to say it -- but certainly the
Secretary herself at the Secretary's Council neeting
in April talked about using Healthy People as a
framewor k and an enphasis in HHS budget for 2001. So
the timng of this release, you mght notice, is a
week after the State of the Union Address and a week
before the 2001 budget goes to Congress. So we are
really hard at wirk on a health pronotion and
prevention thenme for 2001

DR HAYWDOD: But the access issue is not
going to be solved wthout a big increase in budget.

M5. MAI ESE: That is one perspective no
doubt. And clearly noney can help. But we all know,
and certainly evaluation of Medicare -- and | just
use older adult influenza vaccination as a case in
poi nt . There is an exanple of where we have
uni versal coverage on a benefit that has really been
highly pronmoted, and yet that is one of those
targets, while noving in the right direction, we
haven't achi eved for Healthy People 2000. And so we
know that there are barriers beyond just the access
issue that we all need to be working on in health

pronot i on.
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DR PERROTTA: O her questions?

DR VEI NSTEI N | have a rather naive
gquestion. Sonme of the nost inportant objectives are
going in the wong direction. | amnot sure howthis
whol e system worKks. Who has responsibility for

neeting these objectives?

M5. MAl ESE: wll, it is a shared
responsibility. In part, the |ead agencies have the
responsibility to help nonitor and report. And so

even just the nonitoring and tracking of this and the
extent to which we have supplenents to our nationa
health interview survey and other vehicles for
collecting this information is sonething of a shared
responsibility anong the Ilead agencies in the
Department of Health and Human Services. But we al so
| ook to nenbers of our Healthy People consortium And
clearly they are the internmediary to their
nmenberships and to their constituents and to the
Anerican people to help us get out the nessages about
eating 5 fruits and vegetables a day or reducing
saturated fats in your diet. So it is a big
distributive process. And this sort of beconmes a
sheet of nusic that hopefully we all get on the sane

page about. David, do you want to help me with that?
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DR ATKINS: Well, you should just point

out the leading health indicators as inportant. They
have chosen a set of -- | wll let you describe it,
but a nore targeted set to give added enphasis to
really critical issues within over 500 objectives.

M5. MAl ESE: That is right. So we have
been through a process with the Institute of Medicine
| ooking at -- and N cole Lurie, who is Dr. Satcher's
principle deputy, went before the | OM and said pl ease
don't give me any nore than those | can count on ny
hands. So we are hoping to focus on those critica
issues in health. W certainly are about to go
t hrough clearance with this docunent, and it will be
shared with DoD for review as well. And until they
really are through the clearance process, | think we
actually may be waiting until the rel ease on January
25 to rel ease what those 10 critical indicators are.

DR SCKAS: | mean, just to sort of
respond to that question as well. There is a carrot
and a stick approach. If this is what the Executive
Branch of governnment feels inportant, which is
basically what this is, then, for exanple, if asthnma
is targeted, then there mght be nore research

enphasis or nore | OM studi es comm ssioned or whatever
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on how you would do it. So that is kind of the way
they try to nove it forward. It is not so nuch there
shal |l be regulatory activity that says you have to do
this or that.
M5. MAIESE: It is a range of objectives.
| mean, there are policy ones that are |egislative.
For exanple, there is a tobacco tax objective. So
there are things. O indoor air quality that
nmonitors access to tobacco and enforcenent of those
m nor access | aws. There are certainly the
i ndi vi dual behavior ones about exercising, noderate
and vigorous, and breastfeeding newborns. It is a
whol e nenu of objectives.

DR PERROTTA: Any final questions? One

back here?

AUDI ENCE MEMBER: Doesn't the mlitary
also -- are they going to have their own version of
2010?

M5. MAl ESE: | don't know the answer to
t hat .

DR PERROTTA: Dana?
COLONEL BRADSHAW Not at this stage, no.
W have attended sone of the consortium neetings and

al so saw the progress reviews. |In the sense that we
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are attenpting to put prevention into practice and
neet sone of the -- we use sone of the Healthy People
2000, for instance, objectives to kind of |ook at
benchmarki ng PPIP where those match up. So in that
sense that we are doing PPIP, we kind of |ook to that
as one of our ways of benchmarking along with HED S
standards and things like that, sort of the PPIP
objectives. | don't know, do we actually have a DoD

-- you said you had state and |ocal groups. Do we
actual ly have a DoD? Because | am not aware that we
do.

M5. MAI ESE: No. The consortium has
really been outside private sector organizations, not
a federal interagency body. W grappled with how do
we bring our partners in, and | think certainly it
has been on individual work groups, be it clinica
preventive services or perhaps injury prevention. So
the lead agencies draw in the Arnmed Forces to
participate. But the extent to which we could do it
better I think is always, and the extent to which we
could certainly see this sharing and the extent to
which the targets are adopted by the mlitary in
particular domains to help us pronote this as a

nati onal consensus about the direction and what it is
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possi ble to achieve over the next 10 years, we would
wel conme t hat .

DR PERROTTA: kay. Thank you, Debbie,
for comng. It sort of brings nme a little bit better
up-to-date.

M5. MAIESE: Thank you.

DR PERROITA: Next we have the 1998
survey of health related behaviors anong mlitary
per sonnel . Not an unrelated presentation by Dr. Bob
Bray, who is at the Research Triangle Institute.
Thank you for com ng and addressing us, Dr. Bray.

DR BRAY: | appreciate the opportunity
to be here and share with you what | think are sone
pretty exciting and informng results from a series
of DoD surveys that have been conducted over this
past 18 years, with a special enphasis on talKking
about sonme of the results fromthe 1998 survey.

Hopefully, these data wll provide an
enpirical foundation for addressing sone of the
program needs to hel p encourage and inprove positive

heal th behaviors anong mlitary personnel.

The focus of what | want to cover very
quickly today wll be to |ook at sonme preval ence and
trends in substance use. Look at some issues of
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alcohol, illicit drugs, tobacco, and give sone
conparisons on these with civilian data. 1'll talk a
little about nmental health. And then a nice follow
up to the presentation we just had, to |ook at where
the mlitary has gone on just a handful of Healthy
Peopl e 2000 objectives. Tal k about just a few
addi tional special issues and then a little bit of a
wrap up.

In 1980, DoD Health Affairs conm ssioned
a study that was done by Burt Associates which really
was targeted as a drug and al cohol survey. | don't
think it was ever intended to be a series of surveys
as it has turned out, but the findings were so
startling and disturbing that DoD subsequently felt
like they needed to address sone prograns and sone
initiatives and then take sone steps to see where
they have been since then. That resulted in a
subsequent survey being conducted in 1982, and then
about every three years since then there has been a
continuing survey. As you can see, the sanple sizes
of these have been very l|large and substantial, and
also this slide notes the response rates for the
surveys. There is kind of a disturbing thing going

on here. The response rates seemto be inching down
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over tine. | think that is a function of severa
things. One is the mlitary is being bonbarded wth
surveys these days. So this is just one nore thing to
do. The size of the mlitary has been reducing or
getting smaller, and as a result there is nore denand
on tine and the survey is one of those things if you
can offload it and say it is not critical, then it is
one of those things that you indeed say, okay, we
won't worry about that. So it is a challenge.

Then there are al so issues about how you
staff it. It really has to be staffed in the
mlitary down the Iline side. The |ast couple of
surveys have been unfortunately done com ng through
the nmedical side, and it just doesn't get the
attention as if it goes the other way.

Now there is a lot | can say about how
the surveys were conducted. | am going to skip over
all that, because | think the results are really the
key thing that people want to hear about today. This

particular slide shows sone trends in heavy al cohol

use, cigarette use and illicit drug use. And there
are sone pretty inpressive trends here, all in a
favorabl e direction. The top Iline shows that

cigarette snoking has gone from about 51 percent down
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to roughly 30 percent in 1998. [Ilicit drug use --

the bottom line has dropped from about 28 percent
down to roughly 3 percent. And in the alcohol use,
smal l er declines. |t has gone from about 21 percent
dowmn to 15 percent. Al'l significant declines over
the period, and that is good news | think for the
mlitary.

This particular slide |ooks a bit nore at
al cohol use. W see two things here. First, the top
line shows what has been going on in ternms of just
general reduction in alcohol consunption. So we

devel oped a neasure that kind of has |evels of use.

The lighter ones are abstainers and frequent |ight
dri nkers. And what we can see there is there has
been a notable increase in this group. Many nore

people are now drinking at these lighter levels or
abst ai ners. Heavy al cohol use, we saw that on the
first slide. It is nuch flatter. A little decline,
a significant decline. But if you focus on where the
decline is comng, it has really cone between 1980
and 1988. The last 10 years is pretty flat. Hardly
any change at all in the proportions of heavy
drinkers anong the active duty force.

W took a little bit longer or nore in-
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depth |l ook at this heavy al cohol problem One of the
things that we have noticed over the last 20 years is
t he denographics of the mlitary have been shifting
considerably. The mlitary today is on average ol der
and nore likely to be married and nore likely to be
better educated and nore likely to be female. Al of
these are associated risk factors wth reduced
subst ance abuse. So we asked the question, how much
of the decline in substance use mght be a function
of these changi ng denographics. So what we did was to
standardi ze the denographics back to the distribution
in 1980, and then plot the line. So this upper l|ine
shows what these rates would have been expected to
look like if the denographics had not changed. As
you can see, they have raised. And in fact for the
heavy drinking line, what we see is that there is no
significant decline between 1980 and 1998 for these
adj usted figures.

What that suggests then is that one could
attribute nost of the change in heavy drinking to the
shift in denographics, nore so than to any effects of
progranms or initiatives or efforts that the mlitary
has made to try to reduce heavy dri nking.

I mght say, although | am not show ng
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this slide here, that was not the case -- we did that
adjustment also for cigarette snoking and for illicit
drug use, and denographics did not explain away those
changes at all. There was still very significant
declines for both of those substances.

Cgarette snoking is an area that the
mlitary has been putting a lot of enphasis on of
| ate. And this slide really | think is pretty
informative about how things are looking in that
regard. First off, we see that over half the
mlitary are personnel who have never snoked. That
is pretty encouraging -- 56 percent. Roughly 10
percent were fornmer snokers who quit over a year ago.

4 percent quit in the past year. So we have got
roughly 14 percent that were forner snokers who have
quit at sonme tinme. And then you've got the residua
roughly 30 percent who are current snokers.

Now the nore interesting part about this
is that it appears as though snokers really have an
interest in trying to break the habit and quit. Ve
have got only 11 percent of those snokers who haven't
made sone effort. You' ve got 46 percent tried to
quit and 42 percent who didn't try to quit anong that

current group. But anmong those snokers, there is a
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ot of interest, it would appear, in trying to break
t he habit.

I think there is a wonderful opportunity
here for intervention and for additional enphasis to
be placed on this group. And | think there is a |ot
nore that could be done in this area.

Very quickly, who are these users of
cigarettes, drugs and the heavy al cohol. Perhaps not
too surprising for those who have been around in the
mlitary awhile, but they typically tend to focus on
this junior enlisted group, the younger nale
popul ati on. Those who tend to be |ess educated,
single, junior enlisted and so on.

The slide nentioned earlier at |east a
comment about the cigar/pipe that was nentioned by
Col onel Bradshaw. This shows a trend in the use of
bot h snokel ess tobacco and al so cigar/pipe use. And
we see kind of some interesting things here. The
snokel ess rates, first off, are pretty high. W wll
see nore about that when we | ook at Healthy People in
just a mnute. But running around 18 or 20 percent
and kind of flipping up and domn. Not a lot of rea
shift there. Wen we |ook at cigars and pipes -- and

by the way, we don't have the data to separate those
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out. We just ask the question, do you use cigars over
pi pes and now we see we wi sh we could break it out.
It looks like there has been a bit of a
tendency towards declines between 1985 and 1992, a
little inching up to 1995 and then this fairly
dramatic increase between 1995 and 1998. Al nost
doubling, going from 17 to about 33 percent. e
think nost of this is due to cigars rather than pipes
because there seens to be a resurgence of interest in
cigar use in the nation, and we think that is sinply
being reflected. The good news here is that the use
doesn't appear to be very heavy use. It is
occasi onal use. But the fact that there has been
such an increase mnmay suggest an area where nore
attention should be given.
One of the things that | think the
mlitary always |ooks for is a conparable benchmark.
How are we doing relative to sone other conparison
gr oup. The civilian population has served as a
useful benchmark on at |east substance abuse data.
What we have done is be able to get data from the
Nati onal Household Survey on drug abuse and then we
adj usted the denographics of the NHSDA data to | ook

like the mlitary, that is, make them | ook |ike they
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are nore male, younger and so forth. And then re-
estimate how the civilians would |ook relative to
these mlitary data. This gives the information on
heavy al cohol use. |If you |look here at the civilian
rates, we have got the two age groups, 18 to 25 and
26 to b55. The mlitary tends to be dramatically
hi gher than civilian, but that seens to be driven by
the younger, the 18 to 25-year-old group are really
accounting for the disparity in heavy drinking. So
the mlitary rate is roughly double. This seens to
be fairly consistent throughout all of the Services.
The Marine Corps really hit the top there of the
gr oup. So very, very much higher rates in the
mlitary anong the heavy drinking than the civilians.

Wen we do the sane thing and | ook at
illicit drug use, we see just the opposite pattern
The mlitary just conpletely goes the other way.
Much, nuch |ower in DoD than we have in civilian, and
that is true both for the younger and also for the
ol der. The mlitary rates are just extrenely
conmendabl e when it cones to the situation of drug
use.

When we | ook at cigarette snoking, we see

again a somewhat favorable picture in that the
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civilian rates are now higher than the mlitary
rates. Again, this seens to be largely comng from
the younger 18 to 25-year-olds. This | mght add, is
the first time in 1998 that we saw this pattern.
Previously, snoking has always been higher anong
mlitary personnel. So this is sone very good news.
It is really comng from two directions. The
mlitary rates went down a bit, but the civilian
rates went up a bit. So kind of a crossover. These
aren't huge differences, but they are significant
with the mlitary being |ower. So, again, that is
all good news.

A nunber of studies have found a pretty
robust relationship between nental health and an
individual's capacity to function effectively. And
one of the things that we | ooked at in the survey was
| evels of stress or reported stress anmong mlitary
personnel, as well as sonme behaviors to cope wth
this stress. And then we also got sone information
about depressive synptons and personal beliefs about
nmental health counseling on mlitary careers. Thi s
shows the rates of stress. As you can see, over a
third of those in the mlitary report that they

experience either a great deal or a fairly large
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amount of stress at work. About 21 or 22 percent are
experiencing that in their famlies.

W then asked them to identify -- or at
| east we asked what we thought mght be some commobn
sources of stress and to rank the inportance of
t hose. And what is listed here are the ones that
were rated the highest. It is kind of interesting
that we asked a separate question of just the wonen.

How nmuch stress did they feel just being a wonman in
the mlitary. A lot of recent publicity about that,
sexual harassnment and so forth. Wnen do feel, |
think, some additional pressures. It nmay cone partly
from being in a mnority status. You know, wonen
only conprise 15 to 20 percent of the force, so they
are out nunber ed. About a third of them are saying
they feel high stress in just the role of the wonen.

One of the other factors here are being away from
famly, perhaps not too surprising, increases in the
wor kl oad, financial problens, and so on.

What do they do to cope with this stress?

Fortunately, nost of them engage in what we m ght
consi der positive or productive kinds of behaviors as
opposed to the l|less positive aspects. The | arge

majority are saying that they try to figure out what
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is going on and think of a way to deal with it --
talk to people, exercise, hobby and so on. W see a
few differences between nmen and wonen here. \Wnen

for exanple, are nore likely to say a prayer than nen
are. Men, on the other hand, say they are nore
likely to use alcohol. Wnen are somewhat nore
likely to get sonmething to eat.

Wen we | ooked at depressive synptons --
and this, keep in mnd, is a survey. W are not
actually doing a clinical interview that would really
pull out a full need to classify sonebody as
depressed. But our survey questions at |east suggest
that these people mght be in need of further
evaluation for clinical depression. What we are
seeing here is that there is a 15 percent or 16
percent it l|ooks |like overall and that varies a
little by the Services, wth the Arny show ng
slightly higher rates there. W also -- it is not
shown here, but one analysis that there does seemto
be a relationship between the higher |evels of stress
and those who report these higher rates of depressive
synpt ons.

How did this conpare then to people's

under standi ng of what would happen if they went and
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got counseling for depression. W asked them whet her
they thought this would be detrinental to their
mlitary career if they got counseling, and the news
is | think fairly positive here. Mst of them don't
really seemto know, and that may sinply reflect that
they haven't had much experience with either trying
to get services, so they don't have nmuch of an
opinion of this. But of those that did have an
opinion, it seenmed to be roughly kind of split.
About half and half between those who thought it
woul d be harnful and those who thought it would not.
But it suggests that there may be sone opportunities
here to educate people and to help them benefit from
t he kind of services that are avail abl e.
Now we are noving into Healthy People
2000. This is a selective set. The sets that are
presented here really have to do with those that were
felt could be measured through a survey mnmechani sm
This was only a subset of +those that DoD has
attenpted to look at or at least identified as
val uabl e.
W don't have tine to really get into
these in nmuch depth. So what | will do is hopefully

have sone handouts that show these and show the
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rates. The ones that have the little asterisks on
them are the ones where the objective has been net.
And there is kind of an interesting thing here. The
obj ectives have been net for the overweight, age 20
and older, the objective of 20 percent, and the
mlitary is at 19.5. But sort of an interesting
thing here. The mlitary has actually increased in -
- well, to say it another way, they have increased in
t he nunber who are overwei ght between 1995 and 1998,
still fitting within that objective. They al so have,
no surprise, nmet the strenuous exercise. Extrenel y
i npressive here on the 20 percent goal. Let's see,
seatbelt use is another one. They exceeded the 85
percent there. And then the pap snears, either never
received or received in the |ast three years.

Now the interesting thing about this, the
pl aces where the goals have been net are places
typically where there have been sone regul ations that

pushed people to do it. Places where they have to use

their own initiative and say, yes, | amgoing to do
this are less likely to have reached the goal.
Al though still making sonme pretty good progress in a

nunber of areas even though the goals haven't fully

been net.
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Now let me talk a little bit about sone

of the specifics of sone of these ind
Here we can see the cigarette snoking,
is the 20 percent. Even though the m!l
comng down, they are still roughly

poi nts above that 20 percent goal. It

i vidual goals.

and the goal
itary has been
10 percentage

seens unlikely

that they are going to nake that by 2000. This one

shows the sane thing for snokel ess tobacco -- 18 to

24-year-olds for snokeless tobacco.
percent. The mlitary is pretty much
when it cones to |looking at that goa
hi gher rates running around 19 percent.
even approxi mating that one.

Overweight -- this is
interesting one. These criteria for
were different for those under age 20

20 and ol der. You know, the goals are

The goal, 4
off the charts
. Much, nuch

So we're not

sort of an
Heal t hy Peopl e
and then those

different. So

there is lots that can be said about this, but |ess

than 15 percent was the goal, and that

has not been

met by the under 20, by either the DoD |evel or any

of the Services. Now when you | ook

at the 20 and

over age groups, the goal was l|less than 20 percent,

and even though we see that the overal

when you break it out by Services and
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you see there are considerable places where the goa

has not been nmet. Mbst |ikely because as peopl e get
a little bit older, they tend to not be as vigorous
with the exercising, and so we have a whole problem
there. Except for the Marine Corps. There is a

conmendabl e exanple there. Look at these guys. They

are way down there. So hats off to the Marines.
I nteresting t hi ngs happen in t he
overwei ght qgui del i nes. In 1998, the National Health

Lung and Blood Institute issued a new criteria for
eval uating overwei ght. These are using the BM
criteria. They in effect lowred the criterion.
What that has the effect of then is naking everybody
| ook nore overweight relative to what the Healthy
Peopl e 2000 criteria were. So if the mlitary were to
adopt the NHLBI guidelines, over half the force would
now be considered overweight by that criteria. That
is an interesting thing. The criteria has inched
down, and you have a lot of people who are within a
couple of points on the BM, which is forcing themto
| ook so bad with these new criteria.

Bl ood pressure -- about 14 -- no, let ne
back up. First the Healthy People asked about

l[ifetime history of high blood pressure. As you can
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see here under 20 percent ranging between 15 and 20

overal | . But of those, then the goal is to have 90
percent taking some action to deal with that. And
the mlitary is not there. It is nore approximting

about 45 percent. So a big gap between the goal and
where they are, even though this is only anong a very
smal | proportion of the people.

W have heard sone about injuries
al r eady. The rate for Healthy People 2000, 754 per
100, 000. Wien you look at that rate and where the
mlitary is, the mlitary is very, very nuch above
that. Probably four tinmes that rate. |Is that a good
rate or not?

Condom wuse at Jlast encounter anong
sexual |y active people, we haven't net that goal.
Quite a bit needs to be done there. It is sort of
interesting when you look at that one and then you
ask or conpare STDs. What we see is the need for
some nore attention there, particularly when you
conpare nmen and wonen. You see the SID rate is
hi gher anbng wonen, suggesting an area that needs
attenti on.

It looks very good anong alcohol and

cigarette use during pregnancy. Even though they
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haven't quite reached the goal, very close. One
mght say there is still some residual group, 14
percent or so, that aren't getting the nmessage and
are still failing to take the right actions.

Prenatal care, a simlar kind of thing.
About 85 percent are getting care in the first
trimester. Those who are not tend to be that
younger, |ess educated group who are in need of sone
assi stance there.

For the first tine, the survey asked
about testicular exans. The National Cancer
Institute suggests it should be done about once a
nonth. W find that 30-sone percent of the mlitary
are engaging in that. Wat is interesting about this
slide is if you ook at the places where people have
gotten education, there seens to be a relationship
bet ween education and the actual behavior. Those who
were nore likely to get the education were nore
likely to actually carry out the practice.

The survey asked for the first tinme about
dental check-ups, and not too surprisingly very high
rates of people getting that. Al though one thing is
surprising and not shown here is about 16 percent had

reported that they needed dental work before they
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could be depl oyed. That is of sone concern. Why
aren't people getting check-ups? Vell, lots of
reasons. Sone of those | think could be intervened
with to perhaps encourage that over 10 percent.

Just wapping up what we can conclude
from all of this. First has been extrenely
i mpressive progress in reducing substance use, |ess
so for the heavy alcohol use. It looks very
favorable on the drug and cigarettes conpared to
civilians, but |ooks much worse in the al cohol use.
Encouraging that about a third of snokers say they
are planning to quit in the next 30 days, a good
notivated target group. Snokel ess tobacco use quite
high anong the mlitary as well as increases anong
the cigar -- we think cigar use.

Heal thy Peopl e 2000 objectives that were
net are the strenuous exercise, seatbelts, pap
snears, and being overweight, although there are
caveats wth that. The ones in need of nost
attention, that 1is, farthest from the goal are
reduci ng cigarettes, reducing snokel ess tobacco use,
i ncreasing actions of control on blood pressure and
decreasing injury rates.

Finally, the wonmen's rates of prenatal
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care and al cohol and cigarette abstinence were very
conmendabl e. STD rates are higher than we mght |ike
to see. Wnen's rates for condom use were | ower than
those of men. Lots of issues |I think could be tal ked
about with the stress and coping. And the dental,
whi ch we just saw, was very high.

W think the big challenge is going to
cone down to these areas -- the heavy al cohol use,
the tobacco use, and the  hospitalization for
injuries, at least as you conpare those with the
targets. One mght argue maybe those aren't the best
targets to use, but at least for the nonment, those
are the areas where the big gaps exist.

Finally, those who want to dig into this
sonme nore, there is a highlights report out there on
the Tricare Wbsite, where you can get nore details
than you ever wanted to know about this. | would be
happy to work with any of you to help explore these
data any nore. One of the exciting things about this
is there is lots of data here. One of the
unfortunate things is that there is lots nore
anal ysis that needs to be done to really dig into and
understand these things. But there just hasn't been

funding to do that. So lots of opportunities wth
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this data set.

DR PERROITA: Thank you, Dr. Bray.
Questions? Dr. Atkins?

DR ATKINS: Was this a self-admnistered
survey or an in-person survey? Wat was -- and | am
wondering if that could affect sonme of your
conparisons to the national data which are based on a
di fferent survey nechani sn?

DR, BRAY: Very simlar to the way the
Nati onal Household Survey data were collected. W

actually sent people to mlitary installations and it

was done much of -- kind of in a classroom setting
where people cane in. It was self-admnistered in
the sense that they fill out the booklet. It was an

in person interview for like the civilian data. So
pretty conparable

DR SOKAS: Wuld you have access to the
lost work day rate for the people who are self-
reporting sonme of these activities so that you could
conpare self-reported stress and subsequent | ost-
work injuries or work tinme, that kind of an outcome
cost of the self-reported stress?

DR BRAY: No.

DR SOKAS: Ckay. So the information is
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not linkable to that kind of information. But you
would be able to do nmaybe injuries for the sanme --
are these self-reporting?

DR BRAY: It is not |inkable. It is
self-reported, but it is an anonynous survey because
of the drug use stuff and the inplications of that.
It has al ways been done anonynously.

DR SOKAS: But the injury then is also
sel f-reported?

DR BRAY: Right.

DR SOKAS:. (kay.

DR BRAY: That is one good challenge to
injury data based on this.

DR PERROTTA: There could be sone
i nkages, but at very broad areas. Not on the
i ndi vi dual | evel

DR BRAY: R ght. Not on the individual
| evel . You could | ook at subgroups, for exanple.

DR PERROITA: And that would add sone
verification or refutation of what the statistics
sai d.

DR SCKAS: Gobviously we were trying to
get at whether you could -- really |ooking at

wor kpl ace stress, whether you could get out what is
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the cost of that, but it doesn't sound like that is
pr obabl e.

DR RElI NGOLD: | actually have three
gquestions. The first one is do you have any data on
non-respondents? It seens to nme that your response
rate is less than 60 percent, so these data are
suspect in terns of how representative they are of
the rest of the popul ation.

DR BRAY: Do we have any data on what?

DR REI NGOLD: Non- r espondent s. Do you
have a response rate under 60 percent or not? This
certainly raises the question of whether the data are
still as representative as they were when you had an
85 percent response rate.

DR BRAY: W don't have them Part of
that is the problem that cones from doing this
anonynmous survey. That is a good point. The
statisticians have done all of the normal things they
can with non-response adjustnents. In particular,
where we have | ooked at sone -- nost of this was done
in person, but sonme were nailed for people that were
too far away and people that weren't available to
attend the group sessions when we were there. e

have done sone adjustnents wth those people. One
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m ght argue that if they didn't cone when they could
have cone, are they nore I|ike non-respondents who
m ght be nore reluctant to participate. So we played
around with sone of those kind of things. But you
are right, yes, there are still occasional biases
t hat coul d exist.

DR REI NGOLD: Dd the sanme function
happen in terns of people overweight? Do you
actually nmeasure them or do you ask themtheir height
and wei ght ?

DR BRAY: No. W asked them their
hei ght and weight and their age and then we created
the BM. So it is self-report on the height and
wei ght .

DR REI NGOLD: Aren't there pretty good
data that people tend to underreport their weight and
overreport their height?

DR BRAY: There is sone data al ong that,
but there is also sone data that says it is not that
bad.

DR REINGOLD: | guess the |ast question
is that | am sure that nmen and wonen in the mlitary
have sex with nmen and wonen who are not in the

mlitary, but don't the different reporting rates of
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condom use suggest t hat men are per haps

optimstically overreporting their condom use?

DR BRAY: | am having a little trouble
heari ng.

DR REI NGOLD: The discrepancy in the
reported condom use. | am sure that people have sex

with people outside of the mlitary. But it suggests
to nme that nen nmay be overreporting their condom use.

DR BRAY: Wy woul d you think that?

DR REINGOLD: Because they are reporting
much hi gher rates of condom use than the wonen are,
and | guess a lot of tine they are having sex wth
people in the mlitary.

DR BRAY: | guess | am not seeing why
that -- why they would report differently who they
had sex w th.

DR REI NGOLD: Vell, if the sexua
encounters are between two people in the mlitary,
there would tend to be some correspondence between
the reported condomuse for that sexual act. The nen
and wonen are --

DR BRAY: This isn't pairs that are
reporting.

DR RElI NGOLD: | understand that. But |
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guess | am just questioning how good the data are for
nmen about condom use.

DR BRAY: Well, it is a question one can
ask about any self-report data, which is always
subject to potential biases.

DR LAFORCE: Are there enough data for
you to be able to show that there are fewer
cigarettes sold? In other words, it is pretty
inpressive if you look at the decrease in tobacco
utilization, and I was just thinking is there a way
of confirmng that on the basis of just pure economc
analysis in terns of how many mllions of cigarettes
are actually sold in the mlitary on posts or
wherever. O is that too arcane a question?

DR BRAY: The question is a good one
These data don't get at any of that, and you are
saying are there other data that could be |ooked at
in ternms of sal es data.

DR LAFCRCE: Yes. | would think that is
so inpressive that there probably are just sone raw
econom c data in terns of total nunber of cigarettes
per individual, and that you ought to be able to show
this pretty dramatically.

DR PERROTTA: Dr. Baker?
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DR BRAY: Maybe soneone has a little bit

nore information about that. It would be nice to do
t hat anal ysis. | know they tried to -- there has
been sone anal yses done that has tried to | ook at the
cost of tobacco use in the mlitary, but | don't know
that they have | ooked just at the sales.

DR BAKER Susan Baker. |  wonder ed
whether the trenendously lower illicit drug use --
whet her that mght reflect greater concern about the
confidentiality of the report or be related to the 59
percent response rate, or whether is there drug
screening at the tinme of enlistnment that would keep
out the illegal drug users?

DR BRAY: Well, ny personal belief is it
has to do with the effectiveness of the urinalysis
test program You know, you raise a good point. Are
people going to report this knowing that it could
have an inpact on their mlitary career. The only
thing that we have been able to |ook at sonewhat in
terme of confirmatory data are the data on the
urinalysis testing program which aren't done as part
of the survey or in any way connected with it. But
t hose rates al so show declines over tine, which are -

- one could say is there any kind of validation, and
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that may cone closest. It is still not perfect by any
neans.
DR PERROTTA: Col onel Bradshaw, then Dr.

Music and Major Smth -- Colonel Smth, | amsorry.

COLONEL BRADSHAW | amnot sure if this
wor ks, but | am pushing buttons. They are both up
At any rate, this is Colonel Bradshaw. | was trying

to get at just the volune of cigarette sales. That
mght be difficult if you are only looking at the
conm ssary sales. Because a lot of retirees cone in
and buy themby the bundle. They will fill up there -
- because heretofore, we have had a significant price
di f ference between what you can buy -- you could have
bought tobacco at cost on base. Currently in one of
our initiatives, we are trying to get that up towards
conparability with at least what is in the |ocal
ar ea. Because as we all know, if you increase the
price of tobacco, the consunption goes down. So we
are trying to get that through. But this is sort of
an issue because our Mrale, Wlfare and Rec people
use the profits off tobacco and alcohol to fund
things like the Child Devel opnent Centers. So there
is this push/pull sort of thing on that. But

consunption would be confounded, | think, by the
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nunber of retirees and other people that are eligible
to buy cigarette use, and we don't have quite as nuch
an inpact | think on them

To answer also one of the other
guestions, the HEAR the Health Eval uati on Assessnent
Review, is another self-reporting tool that we have
where we can link stress by Social Security nunber
with our other data bases |ooking at |ost duty days
and hospitalization and things |Iike that. The
problem there also there is we are having trouble
getting the data back fromthis tool. The difference
between that and this survey is it is not anonynous.

But because it is not anonynmous, we can link it by

Social Security nunber. So that that would be
another way to look at it and we can do conpari sons.

Also on height and weight and body
neasurenents, like in our Fit Managenent software in
the Air Force, and | amsure there are simlar things
in the Navy and Arny, we can conpare BM neasurenents
and height weight percentages with Healthy People
2000 folks directly because we do directly neasure
t hose and keep that data.

DR PERROITA: Dr. Misic?

DR  MJSIC Did vyour statisticians
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cal cul ate confidence intervals so that you could know
whet her the conparisons that you displayed are in
fact neani ngful ?

DR BRAY: Yes. W calculated -- rather
than confidence intervals, standard errors around
each of these prevalence estimates so that we can
| ook at the changes.

DR MJSIC Then all the ones that you
di spl ayed are meani ngf ul -- statistically
significantly different?

DR BRAY: Wll, let's see. |  think
you've got to say relative to sonething else. What
are they conpared to? But the trends, for exanple,
are significant drops across tine in the substances.

| would say it is a fair thing to say what we are
putting up there are neani ngful kinds of nunbers.

DR PERROTTA: Let's take one nore.

DR VI NSTEI N: | have a couple of
questi ons. O at least one is a different spin on
the results you told us about how people felt about
seeking counseling and the possible effects on their
careers. You nentioned that about half the people --
equal nunbers felt that it would definitely hurt

their career and the sane nunber felt that it
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definitely would not. There was that huge group that
said may or may not. |If you take the people who --
all those who said it mght hurt their career, that
was 80 percent of your total. So a little different
spin on that.

DR BRAY: And that may or may not nean -
- it may mean they are nervous.

DR VEINSTEIN: Yes, they are concerned.

DR BRAY: R ght.

DR VEI NSTEI N Although | think this
data are very valuable and you are doing the best you
can. A point on one exanple, which should nake us
pause about self-reporting accuracy, on t he
testicular self-examnation, there were very high
nunbers claimng to do an exam every nonth, and it
seened to ne that about two-thirds of those who said
that they had ever received instruction. So now
supposedly followng the recommendation, they are
doing a nonthly self-examnation, which is certainly
not true. So at least for sone of these behaviors,
there may be a lot of over-reporting of desirable
behavi or s.

DR BRAY: That is very possible too.

COLONEL BRADSHAW  Just one ot her quick
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comment. | can resolve partially at least for one
popul ation this cigar versus pipe use. Ve did a
chart review and sone data on the HEAR survey and so
on anong sone senior officers, and it was al nost al
cigar use for other than cigarette snoking. There
was no pi pe use.

DR PERROTTA: (kay. Let's close with Dr.
At ki ns.

DR ATKINS: | think you already all uded
to this point, but certainly Healthy People goals
based on the U.S. popul ati on denographi cs woul dn't be
appropriate for the mlitary denographics. | assune
you didn't adjust for those. Like the injury is the
obvi ous exanpl e where that, fromwhat we heard before
it may just reflect the younger denographics in the
mlitary and the higher injury rate in young people.

DR BRAY: That is correct. And in fact,
if the mlitary would really get nore involved and
into Healthy People, they in fact mght want to set
their own objectives that say sone of these civilian
rates don't nake nuch sense. They are not for us.
For some reason this 20 percent goal for snoking is a
real mlitary goal, and | have no idea where that

cane from That is different than the civilian goa
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for snoking. So sonewhere along the line, sonebody
has done a little thinking about that. But | don't
think uniformy across this.

DR PERROITA Ckay. Good discussion.
Thank you very nmuch. Colonel Rich Dennis is fromthe
Ofice of Army Surgeon CGeneral, and we will close the
norning out with a DoD Information Managenent for
Preventive Medi ci ne and Cccupat i onal Heal t h
di scussi on.

COLONEL DINIEGA:  Beth Collins was going
to be speaking on Put Prevention Into Practice for
DoD, and she had to go off to Gernmany and | haven't
heard back from her. | think she was getting back
| ast night or today sonetine. So we will put her on
t he agenda for next tine.

COLONEL DENN S: Wiile she is getting
that ready, | will tell you that this is a DAR brief.
If you don't have a top secret clearance or if you
are a foreign national officer, you have to | eave the

room Andrew, that gives you your chance to get out

early.

It is always kind of dangerous working
with an audience this close. | feel a little nore
confortable with a podium this size. | am going to
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talk to you very briefly and paint the IMT efforts
at DoD Health Affairs with a very broad brush. I

will mention some of the key elenments of sone of the

four prograns that | am nost intimate wth. Any
guestions you have, | wll be happy to answer. | know
you are -- | see a lot of heads nodding out there.

Joel is getting kind of old. It is tough for himto
keep upright anywhere. So we wll try and get
t hrough this as quickly as we can.

These are the four systens that | am nost
famliar with and that | have worked with and | have
had some functional interaction wth. [1'lIl also
mention at the end of this the CES, which is the
Corporate Executive Information System which has
some inmpact on the way we wll do business in the
future and will be designed to interact with the

systemwe are going to | ook at now.

CHCS |1 was designed to be the
conputeri zed patient record. That is where all of
the healthcare data will repose in the future. Ve
hope that is the case. It is going to be the MHS,

the Mlitary Health Systens automated system It wll
be the system for all of the Services. There is

al ways sone contention about what should be in there.
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Many of you have had a chance to experiment wth
these and have been the clinicians involved in
| ooking at the functional requirements. Mich of the
work that you have done has hel ped us change what we
are doi ng and how we are desi gni ng new systens.

Now | want to enphasize too that | am on
the functional side of this and not the technical
side, so | don't have solutions for all the problens
that you find. That is up to sonebody el se.

The thing that is comng in the near
future is the personal information carrier or
personal identification carrier. It is supposed to
take the place of the dog tag. There has been sone
contentiousness over the last year and a half or so
over exactly what mechanism we wll use to determ ne
how we carry information on the individual relative
to his denographics and his health status. There is

a mandate that this personal information carrier be

tested by the end of Decenber of this year. | don't
know exactly what form it wll take. It is likely
not going to be the end-all, but there are sone --

t here has been so nmuch noney thrown at this program
and the Joint Staff is very interested in seeing that

we get sonething out before the end of this cal endar
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year .

The CHCS Il was designed to be conpatible
with the theater information program Pardon ny use
of acronyns for those of you who weren't famliar
with all of these. The theater information programis
the program that will carry all the information on
any of our deployed Service nenbers and any of the
information gathered from those deployed Service
menbers while they are in the theater

PHCA, you've heard sonme nention of this
before, the Preventive Health Care Application. It
is apparently going to be trimed down because of
some problens it had with the note witer that they
had originally chose to go with the CHCS Il package.

But its basic conponents are as you see them here,
i mruni zation tracking being the nost inportant for
many people. Anthrax is a big issue for the mlitary
right now W are immnizing all over the world
agai nst that potential problem

The PPIV, that you heard spoken about
before, is pretty nuch in the clinical preventive
services. You heard David tal k about the HEAR self-
assessnent tool. This system is now deployed or in

the final stages of deploynment for 60 different posts
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here in the United States. It wll be stand al one
for probably quite sone tine. There has been sone
problemwith the note witer chosen for the CHCS I
which is the nother ship, versus what PHCA was
devel oped for, whi ch was somet hi ng entirely
different.

There is a pre and post-deploynent
guesti onnaire. Sone of you here | believe helped
devel op that questionnaire early on. It is designed
to ask some very specific questions, none of which
cone to mnd right now, before they go and right
after they go to determne if they have been exposed
or has there been any intervention during the period
of time that they have spent in theater.

In addressing the occupational health
portion of the informati on managenent and i nfornmation
t echnol ogy, the DOHRS system has been devel oped. It
is essential. It was devel oped because of these
issues, but it has an industrial hygiene, hearing
conservation, occupational nedicine nodule. The
nost mature at this point is the hearing conservation
nodul e. I think it has been deployed -- Paul, you
could help ne with that -- to 2,000 places or will be

in 2,000 places, including National Guard and Reserve
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Units throughout the United States Ar Force.

Everybody is going to have it. The one that is under

construction right now is the industrial hygiene

nodul e. The tenplates are being witten out in
Hawai i . There has been sone experinentation wth
t hat . It seens to be going well. The tineline for

that is sonetinme between June and August of 2000 to
have that at its mature point and have it ready for
depl oynent .

The occupational nedicine nodule is the
weakest of the three, and those of you who have used
OMJS in the past recognize the drawbacks. The
upgrades through the occupational medicine nodul e are
designed specifically to address those difficulties
that we had wth OWS, which was the Arny
Cccupational System several years ago. And this is
what these nodules will essentially do for us.

I know you want to read those slides to
you. The team that is essentially going to be the
nmedi cal command and control where the trigger pullers
have their command and control system this would be
ours, and this will integrate with theirs. This is
designed to be a systemthat integrates with all the

conmand and control capabilities that are available
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to a theater commander, so the commander in chief in
the theater. And bl ock one is now being deployed

These are the elements that you will see in block
one. It will carry the patient denographic data to
t hese ot her systens that you see there.

And of course one of the inportant things
of docunmented health data, those of you who have been
involved in evaluating the Persian Qulf illness and
all of the attendant problens that cane with that,
the nmandate from the Congress and the President was
don't let that happen again. Let's have a system
that will allow us to identify what happened, where
it happened, who was involved and what the
consequence of that involvenent was. This, we hope,
will go in sone neasure to help us evaluate all those
t hi ngs.

kay, was that quick enough? Can |
answer any questions?

DR PERROTTA: Any questions for Col one
Denni s?

COLONEL DENN S: Anybody that has an
extra $8 mllion or $12 mllion dollars that they can
blow on Health Affairs to help with the continuation

of developnment in any of these prograns would be
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greatly appreciated. Thank you.

DR PERROTTA: |Is there a question in the
back?

DR BRAY: Wen do they expect this
aut omat ed systemto be usabl e?

COLONEL DENN S: Three years ago. That
seens to change alnost all the tinme. And actually I
wasn't kidding when | -- there is a significant
deficit. The DoD Health Affairs and the I M T budget
is about $1.3 billion dollars short. The Surgeon
Ceneral argued successfully to get sone of that back,
but there is still a significant deficit. So it has
not been decided yet which of the systenms will suffer
nost greatly from not having enough noney, but due to
reorgani zation of the business area, which is the
controlling interest here in the CHCS Il, which is
basically the nother ship -- and | had an opportunity
to talk with Admral Fisher, who is the executive
agent for CHCS Il developnment at the 4th Health
Prof essi on Conference in Atlanta, and he told ne that
they were about an inch and a half away fromtelling
the joint review people to ax it and just go on and
devel op it thensel ves.

PARTI Cl PANT: The PHCA does not integrate

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

168
with CHCS. Do we anticipate that there wll be

problens fully inplenmenting PHCA due to the fact that
it is not integrating and have to bring up two things
on one screen?

COLONEL DENNI S: It looks |ike they are
going to lose the HEAR and it |ooks like they are
going to lose the inmunization tracking nodule from
PHCA, and that has a direct significance because of

the change in the operating systens from confornmance

with Oacle. They were developed in two different
syst ens. In fact, there has been a significant
change now. The CHCS Il -- again, the nother data
repository -- was developed in MCormcks and THI P,

which is going to be the actual theater application,
which will be the nost inportant, was devel oped in
O acl e. They had to nake a change. Sonme of the
systens that were being developed to match up wth
the fund and business area can't do that now I
can't predict in the future exactly how that wll
work out, but | suspect it is going to be a problem
Joel ?

COLONEL  BRADSHAW This is Col onel
Br adshaw. | just wanted to clarify a couple of

things. The current PHCA nodule or system is being
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put into 60 different NIS across DoD. It integrates
with CHCS |, the original one. So it draws data,
particularly |aboratory data, and it functions as a
rem nder systemfor clinical preventive services. It
al so has a nodule for imunizations, the RVE nodul e,
and it also has one for HEAR  But you should still
be able to use where it is being deployed the
clinical preventive services remnder system and
that will pull data. It won't push data, but it wll
pul | data out of CHCS I. CHCS Il, the approach that
is being taken, is that the functionality of PHCA
will be integrated within CHCS Il wusing CHCS 11
architecture. They are currently using a 3M product
that Internountain Health Care, a large HMO out in
the West, is already using. So we are adapting that
for our DoD conputerized patient record. So what
several of us that are the functionals that you
mentioned are doing is making sure that the current
functionality that we have in PHCA will be integrated
-- it wll be part of CHCS II.

PARTI Cl PANT: What is PR85?

COLONEL DENNIS: It is the presidential -
- Rdirective. It says that we will no | onger depl oy

forces without giving them some kind protection. I
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mean, that is the broad brushing paint set.
DR LAFORCE: Is CHCS Il -- will that be

able to be read by the VA Health Care Systen?

COLONEL DENN S: | don't know whether
that -- the plan -- the long range plan is that there
will be integrated data bases between the VA and the

active mlitary. And that is because now we have
al nost becone a single health care service. But the
plan of the future is -- now it won't do that now
They are planning those i ssues echel ons above where |

wor K. But | think that is the ultinmate goal that

they will be able to talk wwth each other and share
t hat dat a. In fact, this whole data base at sone
point is supposed to becone web enabl ed. I f one of

us were in theater and we needed information that was
gotten on an individual back at Madigan Arny Medi cal
Center, we would be able to query that infornation.
W are trying to work those security issues as we
speak.

DR PERROTTA: Let's cl ose.

COLONEL BRADSHAW  Very qui ckly. There
is a separate initiative called the Governnent
Conput eri zed Patient Record, GCPR, that is |ooking at

integrating the VA, DoD and ot her ADL systens.
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DR PERROITA: Ckay. Let's take 60

m nutes for |unch. It is about 1:15. W are doing
fine on time. W are closing a little early this
afternoon, so we have sone back-end tine. 60
m nut es.

(Whereupon, at 12:15 p.m the neeting
adjourned for lunch to reconvene this sane day at

1:18 p.m)
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AFT-EERNOON SESSI-ON

(1:18 P. M)

DR PERROTTA: Li eut enant Col onel Pau
Smth will be presenting. | got it right that tine,
rank and nanme. |It's hard, especially for a guy from
Texas, East Texas.

LI EUTENANT COLONEL SM TH: Are these
m kes working? Good afternoon. This is Lieutenant
Col onel Paul Smth. I"'m fromthe US Any Center
for Health Pronotion Preventive Medicine. Currently
I'"mdirector of preventive nedicine.

It's a pleasure to talk to you today
about a problem we encountered in Europe in a
particular building, whose nunber ['Il we'll al
pr obabl y r emenber forever, bui I di ng 4109 in
Pi rmasens, Cermany.

This is a very quick rem nder about what
heavy netal s are. | think that sonetinmes we forget
to go back to basics. Here's 2A through 6A of the
periodic table, which | have a copy of. There are
several known sources of heavy netals. They' re well
known; they've been known for nany years. Heavy
netal s have been nentioned as far back as Egypt when

they used lead alloys to nmake sone of your statues.
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In the Mddle Ages, Agricola and Paracel sus talked
about the heavy netals and correct nme if |I'm wong,
Dr. Sokas.

Sone sources of heavy netals are mning
i ndustries, foundries, snelters, plating operations.

W also get it in netal piping, and sonetines from
the lead, and | think that's well known, in pipes
And as by-products of conbustion products, |eaded
gasoline, at tinmes welders, when they're welding,
will get conbustion. Vol atile heavy netals are fit
for very, very w de displacenent. Al so organically
bound heavy netals are nmuch nore toxic.

This is just some of the very general
effects of heavy netals. Primarily you get pul nonary
effects. Sone of the heavy netals are carci nogens or
t hought to be carcinogens. Renal effects including
renal failure, and at times renal cancers. And then
effects on both the central nervous system and
peri pheral nervous system depending on the netal.
Some of them have -- this is a history of building
4109 in Pirmasens, Cermany. This was a fornmer
COMMVEL. COWMEL neans conmmuni cations and el ectronics
mai nt enance shop. It was used from the 1950s to

about 1994. Sone of the industrial processes in this
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buil ding were electroplating. This included heavy
netal s, cadm um copper, nickel, chromum They did
di ptank cleaning, they did abrasive blasting, surface
sanding of metals and tanks, welding and cutting, and
there was an extensive nachine shop in this building.

In 1992 this building, actually 1990, was
slated to be closed and denolished. And in our
downsizings we lost the noney to denolish the
bui | di ng. The building was really subsequently
occupied in '"92 by the 226th Medical Logistics
Battalion and the U S. Arny Medical Miteriel Conmand
Europe. They accepted total responsibility for this
bui l ding in about 1994. The history of this building
eventually was | ost industrial.

Sone of the activities, what I'll termas
USAMMCE/ 226th did inside of this building were they
used it for office space. Because it is so rainy and
cold in CGermany they did a lot of wunit PT in
i ncl enent weat her. They had formations. They did
unit training inside of this building. They did sone
unit social functions. And there were warehouse
activities done in the building including storage and
alot of forklifts.

This is a picture of building 4109 in
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Pirmasens. This picture actually does not totally do

justice to its size. It's about twice the size of
what you're seeing in the picture. It's a huge
building and all these roofs are actually one
building. It's one building inside. |It's about, by

Anerican standards, probably two bl ocks by one, one
and a half blocks width in | ength.

This is a layout of the inside of the
bui | di ng. The red area actually when we started to
sanple was the nobst contamnated area in that
building. The blue, the little blue squares in there
are actually diptanks where they did diptanks and
pr ocessi ng. The green areas were virtually clean
And the yell ow areas were somewhat noxi ous.

One of the worries that | had was the
bl eacher area. That's right here, because the
bl eacher was so proxinmate to the area in red.
However, that area that was in red was supposed to be
totally closed off during any tine they occupied the
bui | di ng. Once we investigated, we found out that
that was not the case because people had stored
furniture within this bay, now turned into storage
ar ea.

This is a picture of that storage area
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when it was in operation, or just after it went out
of operation. And if you notice you can see the
scaling on the tanks, and in fact you can see the
i ndustrial hygiene attenpts to regul ate sone of that,
t he noxious funmes comng off of the tanks. This was
heavily contam nated wi th heavy netals.

This particular history truly has been
lost, that this had been used as a naintenance
facility in which they ground netals, and they ground
sone of these down to cadmum and chromum
Incidentally, sonething that | found a Ilittle
di sturbing nyself, I believe these are German
nationals back in the early '80s when this was taken
and we see a lot of them protecting thenselves, at
| east by Anerican standards now.

In June 1998 the area which we called
"shop" was sanpl ed. The reason that this happened
was sone of the personnel spotted sone snmall little
signs that had chrom um and cadm um on them The
i ndustrial hygienists then sanpled that area and
t hose sanples were received back in about Septenber
of ' 98. It takes a while down here to get these
sanpl es processed. At that time we inforned 415th

and USAMMCE and then restricted personnel from the
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pl ati ng area. It was felt that at that time it was
likely that the areas of the, you know, areas where
the office was at and certainly the area that had
been converted to office would not be contam nat ed.

In Novenber of '98 there was an entire
envi ronnent al sanpling done in this particular
buil ding. These were received back in January of '99
and the 415th and the USAMMCE commanders were then
once again briefed and buil ding access was restricted
to the office space only when we found that the
contam nation was out in the warehouse area too.

This is sone of the representative
nunbers from those environnental sanples when the
entire building was sanpled. W tried to go by the
strictest standards, and the German standards are
much nore strict than our own. These were renedi al
standards, these are EPA type renedial standards from
sonmething that's called, commonly known there as the
ALEX list. You can read them for yourselves.
Cadm um was 20, chromum was 600, and |ead 1, 000.
Qur hi ghest nunber found in the whole industrial area
was 24,000, chromum was 2,000, and |ead was 5, 800.
The warehouse was a bit better. The hi ghest nunber

was 490 cadm um chromum 740, and |ead 4, 100. And
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this is mlligrans of netal per kil ogram of dust.

Wien it was discovered that those netals
were there the occupational nedicine physician at
USAMMCE in Europe ordered lab tests on a
representative sanple of those people. And he becane
concerned when he saw elevated ZPPs and Beta-2
m cr ogobul i n. ZPPs are indicative of a prior heavy
nmetal exposure within the last three nonths or so.
Beta-2 mcroglobulins are used to nonitor people for
cadm um exposure,they're used as a nonitor in
occupational settings. The good part of this was the
bl ood | ead, cadm uns, urine |eads and urine cadm uns
all came back normal in these people.

Once those were order, a second group was
tested, which once again show 47 elevations in ZPP,
and five elevations in Beta-2 mcroglobulin, and
still there was no blood cadm um blood |ead cadm um
or urine |ead elevations. One nust bear in mnd that
as the tine passed, the chance of finding a blood
| ead or blood cadm um went down. W devel oped an
eval uation sequence for these workers, soldiers at
Pirmasens. This included the screening | aboratories,
some of which you' ve just seen, a nedical and

occupational history, full physical exam nations for
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those that were potentially exposed, and a nedical
opi nion and foll owup exam nations for any individual
t hat had netal.

The medi cal pr ot ocol we  devel oped
included a pre-printed SF 600, and in fact we
borrowed sonme of the Navy's PC matrix, which was
consi derably Ilighter. W did screening labs of the
ZPP, Beta-2 Mcroglobulin, lead and chromum | evels
for recently exposed people because we knew we m ght
pi ck up sonmething on those. For people who were a
little nore distantly exposed, |I'm talking about
1,000 in about three nonths, three, four nonths. W
did a urine and beta-2 mcroglobulin. These physi cal
exanms were then reported on pre-printed SF 600. And
we especially insisted that the provider concentrate
on the nervous and renal systens because those are
the main target organs that we thought would be
affected by these netals.

W di d devel op an exposure assessnent, at
least what we felt was a surrogate exposure
assessnent for the soldiers and the workers that were
there in that building. W tried to get he average
nunber of hours per day that they spent in the

bui l ding, and the days per nonth that they spent in
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the building to get a surrogate neasure of potentia
exposure. W asked themthe types of activities, did
they do PT, did they work, did they eat, particularly
in the facility because of getting heavy netals on
their hands and eating it. W asked them about |ying
and sitting on the floor since they did physical
training in there. And | guess anyone in the Arny
during training does a |lot of situps.

And we also checked for sone of the
confounders such as well water, asked them if they
were hunters, if they were shooters, things that
woul d expose them to lead, reloading anmmunition,
stained glass work, handling chemcals that they
m ght have used in their hobbies and hone.

['m not sure just how well this wll
show. This is a three part appended form that we
sent out to the providers to get these histories, and
basically what you have on there is the room nane.
Then they have a map of the building, the activity
that the person did during the tinme that they were
there, and their best estimate of the times that they
were there. This was sonething that's certainly not
scientific in howit was reported.

W then arranged for followup exans as
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we felt they were inplicated, and provided they were
i ndi cat ed, especial ly aski ng about neur ol ogy,
nephrol ogy evaluations, and then lunping all the
others as "others.” W had in Germany about five, |
believe, followups, all of which cane back nornal
Sone people had sonme problens which were apparently
not related to exposure. In about 300 that we've
exam ned so far we haven't found any abnornalities at
all.

This story broke to the U S. Arny Europe
Conmander in April. The two-star conmmander then
decided that we identify all the soldiers who had
PCSd and ETSd. That's where | becane invol ved. Up
until that tine, it was the occupational nedicine
physician in Europe. He al so announced this openly

in the Starts and Stripes, and CHPPM EUR and

Landst ukl Regi onal Medi cal Centers started to
evaluate nore than potentially exposed personnel in
Europe and arranged to follow wup wth [ocal
nati onal s.

There had been greater than 400 soldiers
that PCSd or ETSd of approximately 700 total soldiers
who had been involved in this building who were

f ound. Ve devel oped and distributed information to
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all the soldiers that we could find. W devel oped
provider guidance to dissemnate to our field,
devel oped letter of instructions to the regional
nmedi cal commanders, preventive nedicine services in
the Arny, and the occupational nedicine services as
wel | .

W were charged to devel op and maintain a
dat abase at CHPPM | called it an exposure database,
al though the actual charge was sinply to put their
nanes into a database so that they could retrieve it.

And additionally we devel oped soldier notification
letters which we sent to the soldiers.

Sone of the things that we did to try to
dissem nate information were provide a soldier and
famly information web page which is on our CHPPM
honme page |i sted. W developed a web page for
provi der guidance. It has all of the 600 fornms. It
has information specific to train the providers in
how to | ook at these patients.

About the web page, | guess it's on a secure
server. It does get to the providers. And we
established an e-mail address which it can read in
which providers can tell us when they see a patient

and that keys us to start following that to nake sure
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it overl aps. VW set up a systemin the States where
the preferred route of routing soldiers was through
occupational health clinics because we felt |ike
occupati onal nedi ci ne physicians and nurses were nuch
nore adept at dealing wth the potential exposures
which are dealt with as an occupational exposure
relatively quickly. As an alternate we provided a
route through the PM services. For a few famly
menbers that asked to be seen, and there's been very
few so far, we asked that they be routed through the
primary care provider, that the forns be routed back
t hr ough occupati onal nedi ci ne and preventive nedici ne
so that we can collect that information and store it
in the database at CHPPM

This, too, may be a bit difficult to
read. The inportant nunbers there are your U S
val ues and your GCernman val ues, or sone Cerman val ues.
The U. S. values for cadmum which is an industrial
remedi al and that neans not where a child is going to
live, is 930 mlligrans per kil ogram And chrom um
was 450 mlligranms per kilogram There is truly no
established reference |evel. So what's becone the
accept ed- | evel basically wor | dwi de IS 1, 000

mlligrans per kilogram and that's the one that we
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used.

This once again is showing the Ilevels,
some of the levels found in the building at
Pi r masens. And here they raised sone nunbers --
24,000 mlligram per kilogram cadmum level in the
shop -- and when we did a total risk assessnent, an
EPA-type risk assessnent. Most of the risk stens
fromthat 24,000 mlligramarea. One of the probl ens
involved was we can't for certain know how nmany
people we had in that area until we questioned them

There were sonme limtations of the risk
assessnment that were inherent in developing, in how
this scenario developed. W had a limted nunber of
sanmples. Part of the reason the nunber would remain
limted is once the comrander of Europe found that
this building was contam nated, he sealed the
buil ding and renoved all the personnel from it and
sealed the building. And | think that was probably
wi se on his part. The nature of the sanpl es obtained
were bul k dust sanples. These are environnental type
sanpl es.

Unfortunately these people, some of these
people were in there for a considerable period, so

they really fall into gray zone -- were they
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environnental |y exposed ver sus wer e t hey
occupationally exposed -- and we had no occupati onal
breathing zone sanples of people that worked
together, so we had to extrapolate from the
envi ronnent al sanpl e and appl y it, pl us
occupationally test, too.

One of the other problens that | see as a
[imtation in the risk assessnment that we did was it
is a one snapshot in tine. So we collected those
sanmples and got the nunbers back, but we certainly
can't apply that qualifying exposure on a previous
basi s. And what | nmean by that is if a person was
there in 1992 and we collected the sanples in '99, we
cannot assure ourselves exactly what those nunbers
woul d have been five years earlier. W could use the
nodel s, things of that nature, but | haven't talked
to any of these patients nyself. I"'m quite aware
that they swept the area up nmany tines and it's hard
to tell exactly what that nunber woul d have been four
or five years later.

There are sone pending issues. Al these
people are now working. Separated soldiers and
famly nmenbers were a problem they no |onger are.

| did get Secretary of the Arny designation to be
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seen for this probl em

Long-term foll owup. Arny Reserves. W
have worked on identifying and examning any Arny
Reserve where they're at, and that's being done, as I
speak. W are arranging for travel costs for
patients from renote |ocations such that, if they
have to travel |ong distances, we can reinburse them

I have worked with the Navy Commander
There were Navy personnel involved in this building.
They used it for preparing for humanitarian relief
m ssions at tines. Apparently there were very few,

if any, Ar Force personnel in the building. And

obviously finalizing ny database is still pending.
There are a few lessons that | feel |
| earned from this incident. One is vague risk

eval uation and risk conmmuni cati on. And from that |
nmean | think we could have better explained to our
line conmanders the true risk of this building. Wen
we finally got a chance to do a full EPA-type risk
assessnent on the risk, we found the risk to be very,
very small. However, because that risk wasn't truly
quantified at the time that this comuander felt
obligated to release this information, he felt he

didn't know what kind of risk they had, and | think
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we coul d' ve better communi cated that, too.

Another thing is environmental versus
occupat i onal sanpl i ng. To att enpt to use
environnental dust sanples and extrapolate them to
occupational breathing zone sanples is tenuous at
best .

Sone of t he screeni ng | aboratory
[imtations. Beta-2-mcroglobulins can be confounded
by disease processes, |ike diabetes. Actually |
bel i eve you exercise that even before you collect an
el evati on. ZPP. Anyt hi ng t hat affects
prot oporphyrin wll change ZPP. Sonetimes when a
lady is nmenstruating, that wll.

One of the other things is the

relationship of the line and the nedical. | think
I've already alluded to that in the risk
conmuni cat i on, t hat we can Jlearn to  better

comuni cate with our line commanders. And the other
little saying | have there | think goes w thout
sayi ng. Question everything. Accept little to
not hi ng at face val ue.

Yes, Dr. Sokas?

DR SOKAS: | had a question about the

actual levels of the blood |eads that you saw. Wen
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you say "normal ," that can cover a whole range. D d

you have a sense of where in the range that fell?

LI EUTENANT COLONEL SM TH: Yes. I will
give you the nost, the |argest one that | have seen
was unequi vocally an exposure to lead. It was 490.

DR SOKAS. |I'msorry?

LI EUTENANT COLONEL SM TH: That one

happened to be 490.

DR SCKAS: No. The bl ood |evels that
had been taken of people.

LI EUTENANT COLONEL SM TH: |I'msorry. o
ahead.

DR SOKAS: Wiat were the blood |ead
levels from the people who had blood l|ead |evels
taken that were reported back as nornal ?

LI EUTENANT COLONEL SM TH: W only used
the lab normals from-- we sent themall to the sane
lab. | don't know exactly just how --

DR SOKAS: ay, but --

LI EUTENANT COLONEL SM TH: -- far within
normal range they were. Sone of the ZPPs that were
el evated could have in fact been in elevated bl ood
lead |levels earlier. However, when these were first

drawn, these people were still in the building and
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still under the sane potential exposure scenario, SO
one would have thought that their blood |ead would
even have been out of the normal range.

DR SOKAS: Yes. | apol ogi ze. | may
have to run. | just wanted to nmake one little point,
that the ZPPs, as you' ve nentioned, can be upped wth
iron deficiency, and the beta m croglobulins are al so
non- speci fic.

The blood |lead levels actually, if you
got to plot the actual nunbers, there is a huge
range, and the lead blood levels predict about 50
percent of total body stores. So the difference
between the average person walking around in the
United States now, which is less than three. And we
all grew up -- | mean those of us, you know, who
remenber the Honeynooners -- all grew up with levels
around 16 or 17, so that's kind of the range that
we' ve been com ng down as a society. So you can get
a huge anmount of information if you' ve got a large
enough popul ati on size. On, you know, a popul ation
of United States citizens who are now at 20 versus
what you' d expect which would be three versus maybe
eight or nine, which you wouldn't worry about so

much.
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LI EUTENANT COLONEL SM TH:  Yes.

DR SOKAS: So you can get probably nore
information out of the leads than out of anything
else you're going to find there, certainly cadm uns
or urine or anything el se.

LI EUTENANT COLONEL SM TH: Right. One of
the problens that exists, too, is when you speak of
applying the American blood |ead level norns to
people in Europe there's a considerable nunber there
that still uses --

DR SOKAS. Leaded gas.

LI EUTENANT COLONEL SM TH. -- | eaded gas.
So to be in a normal range by Anerican standards and
be in Europe, | think spoke very |oudly.

This is sinply ny summary of sol diers who
have been exposed. Fam |y nenbers were potentially
exposed, although we don't think that there is a
great danger of that. W attenpted to provide the
medi cal evaluations as well as we can, and we're
going to consolidate that information into databases.

|"ve al ready had sonme questi on.

DR PERROITA Any further questions?
Dr. Anderson.

DR. ANDERSON: Yes. I think it would be
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-- I"1l just underscore what Rosie said -- to | ook at
what the bl ood | eads were. The other thing that can
be done is to repeat the sanples and see whether the
| evel s are goi ng down.

| guess to think about it in the future,
would be to say, if in fact you don't know what
normal is, to think in terns of doing a controlled
popul ati on.

The other question would be probably
screen nore people than actually were exposed. Wuld
you see any dose response relationship even if the
|ab considered it in the normal range. I think the
critical factor there is what were they reporting as
normal if they were using an occupational standard
versus what they typically see in a population --

LI EUTENANT COLONEL SM TH  Well, what we
considered this as, since the soldiers frankly were
for the nost part using it for PT in the norning, is
the fact that it should be applied in an occupati onal
standard, that's one that we went through the
occupational screening with the sol diers.

Now for the famly nenbers, that's a
different story. However, the famly nenbers were

not in there every day, day after day. They did do
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sonme social activities in that building. They had
some Christmas parties, things of that nature. So
even though we had environnental sanples, it applied
occupational standards once we started and so forth -
- DR ANDERSON. Yes. I"m just saying
that if you were applying a level of 50, which is at
least in the U S is where you d renove sonebody, and
therefore you'd call it normal if it's below that
when in fact the population is between three and ten,
you may have been able to see them [|'msurprised to
see the el evated ZPP depending on how el evated. And
I think that further analysis of the work m ght show
t hat .

LI EUTENANT COLONEL SM TH: Yes. Wth
sone ZPPs that are called elevated, we were very
liberal. If it was one above their stated |ab norm
we called it, they called it el evated.

| did consider asking to get conparisons
groups within this exposure, but actually we sort of
felt Iike within Europe, especially with the use of
| eaded gasoline, that it mght not be really
appropriate to maintain a control group.

DR ANDERSON: Vell, was this German

nationals that you were studying or were they U S.
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servicenen? Because if they were U S. servicenen who
woul d rotate through, your conparison group could be
other people at the sane base who were there the
sane anount of tine. | could see the difference
bet ween | ooking at a Gernman national who was born and
rai sed there versus a U. S | guess ny only question
is you're kind of left with a difficult situation to
interpret your data unless you have sonething to
conpare to. Wth just using the lab norm you really

need to know what those |evels are.
LI EUTENANT COLONEL SM TH: Yes. Li ke |1

said, | did offer to develop a conparison study and -

DR ANDERSON: What's happened to the
bui | di ng?

LI EUTENANT COLONEL SM TH: - - to
interpret it as well.

DR ANDERSON: So what's happened to the

bui | di ng?

LI EUTENANT COLONEL SM TH: The buil di ng
is to be, is condemned. It is to be denolished or
vacat ed. The standards are below industrial
st andar ds. Ohe of the things that this did

positively produce was an entire review of all the
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bui I dings within our European field because they have
had uses whose history was |ost. And | think this
possibly had a positive inpact in that respect that
we're now in the process of checking all those
buildings and all the histories to nake sure that
there is not another building sitting there that's
exactly the sanme or simlar.

DR ANDERSON: Do you know where the
materials were disposed of? In your pictures there,
there would have been a lot of netal sludge and
what ever that mght well be in a hole in the ground
very near by.

LI EUTENANT COLONEL SM TH: ['1'l be right
up front with you; I have no inkling. Now |l can tel
you that it's obvious when there was sanpling done
outside of the building on the periphery and people
had swept it out into the ground there in certain
| ocations, that's how we had a sense. But we don't
know exactly what that |evel was several years back
because it was on the ground, obviously, in places
where it had been swept out or taken out on tires.

DR PERROTTA: Any ot her questions?

Yes, MarKk.

DR LaFORCE: I just want to nake
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absolutely sure that there was no clinical disease
that you were able to identify despite what could
have been a rather significant exposure.

LI EUTENANT COLONEL SM TH: Thus far,
that's correct.

DR LaFORCE: Ckay.

LI EUTENANT COLONEL SM TH: Now, |'IIl be
honest wth you. |"ve not put our entire -- it's
much too difficult for me to put the entire risk
assessnment, and | tried to give the limtations of
that one risk assessnent. | can't -- when you try to

extrapolate that back in time, it becones alnost

i mpossi ble no matter what nodel you're using.

The | evel s that we got, except for

n the

shop area, are in fact |levels which you can go out in

certain areas of the United States, pick up dirt, and

find it there at the same |evel. So it reduced ny
worry | evel because ny assunption is -- it's probably
correct -- that not the entire unit went into the

area to store furniture, probably only a few people.

But I'm still left with the fact that | can't
predict what the exposure was. | can't really say
five years in the force that |eads to exam ne. The

conpany party is at 300 right now, 300 are nornal
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There are another 400 at | east.

DR PERROTTA: (kay. Thank you, Col onel.

W'l continue with the CHPPPM afternoon
and have another visit from M. John Resta. John is
a frequent visitor to the board, and | appreciate you
comng in and keeping us updated on a topic that |
know the environnental and occupati onal heal t h
commttee has been interested in as an adjunct to
nmedi cal surveill ance. Vell, | won't steal your
thunder, hows that, to talk about the joint
envi ronnental surveillance group update.

MR RESTA: And what | will do with this,
"Il yell into one of these mkes, go over a little
bit of the background. For those of vyou have
probably seen sone of that two or three tines, |
apol ogi ze. But nostly | want to show you in regards
to that what inprovenments and where we are nmaking
pr ogr ess. Mostly to show where we've nade sone
progress, so you'll probably see sone stuff that
you' ve seen before tine and tinme again, but hopefully
you'll see a little bit of new stuff on sone of our
retrospective work.

[ talk a little bit about the

directive instruction that we're building towards,
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nostly the groundwork, and why we're doing what we're
doi ng. Again, a little bit about the Joint
Envi r onnent al Surveil |l ance  Support G oup, it's
current activities, and where we see it going in the
future

Qoviously the basis for a lot of things
that we've been doing are based upon -- | show these
pictures a lot of tines to people who don't think
they know about them nostly in an abstract view
They don't know about themin terns of the reality.
If you can see, this sucker, this is an individua
right here. That's actually Dr. Jack Heller, who is
on our team and that's how close people were to a
| ot of these things.

So to give you a feel for that and why
these things actually changed a | ot of the reasons we
do what we do, again we have shared this in the past.

Mostly | do this to show you the dataset that we
have because | want to talk about how we're using
this dataset for other things in the past.

For those of you who are not aware of it,
we deployed people in My of 1991. Ve were there
t hr ough Decenber of 1991. It depends on how we count

on tender for |ocations. We had in excess of 4,000
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sanpl es. From that, what we did is we nodeled this
using our friends at the National Cceanic Atnospheric
Adm nistration. Wen we started this nodel this was
Hsplit. W are nowon Hsplit version 4.0. And so
we continue to upgrade this nodel annually in terns
of source term estimations, better nmeteorologica
datasets and the I|ike. W continue then to nerge
that with satellite inmagery that we have that has
been digitized.

Initially, what we did was we digitized
this manually. W are in the process now, but when
we did it, that's how you had to do it. Now, there
is technology that we are starting to |ook at where
we're going to try and digitize this electronically,
where we essentially feed these digital inages into a
conmputer and have the conputer recognize the out of
bounds of the plume. Because that's inportant for us
because then what we do is we nerge the nodel plune
with the satellite plume, add a buffer to nmake sure
that we have a very conservative estimte of where we
think the plume was, and then we can have a
conservative estimate of the exposure. So hopefully
within a year 1'Il be able to conme back and show you

the results of that, you know, that we've used
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whatever, a Cray Super Conputer and the I|ike, and

we' ve got better validity of our nodel

Probably the things where we have nade
some of the biggest inprovenents in this effort has
been troop locations. W have been working actively,
energi zed by the Ofice of the Special Assistant for
@Qulf war illness, but actively what was U. S. Arny and
Joint Environnmental Support Goup but is now the
Joint Center for the Research of Unit Records in
terms of unit locations. W feel at this point that
we are probably at greater than 90 percent accuracy
at the tie-in level. Probably greater than 80
percent accuracy at the separate conpany |evel for
maneuver abl e brigades for the conbat units.

W still have great difficulty wth
specialized units, particularly Arny nedical units.
Arny  nedi cal units were task organized wth
everybody, and so if you try and actually |ook at a
unit history of an Arny nedical unit, they changed
flags probably a dozen tinmes in the first three
nont hs of the operation. As the build-up cane, their
command and control changed and so it's sonewhat
difficult for us, particularly because of our

alliance on PROFIS fillers in terns of either
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went

to these units. That, however, represents a fairly

smal | subset of the total people in there.
Thi s S a representation of
headquarters, headquarters conpany for the

Ai rborne Divi sion. | don't knowif |I'mso close

t he

82nd

t hat

you can see it in the back or what, but there's

August 9th 1990 through Decenber 31st. W actually

have it for every nonth, and you can see that

enter here at Khobar Towers in August, and

t hey

t hen

essentially over the next three nonths they nade a

nove. This is basically Decenber to January 31st.
They had separate novenents, and here is one of the
problens, it sort of washed out down here. The
headquarters and headquarters conpany split. So we

have dual records for the sane unit identification

probe. Sonme of them went down here to Prince Sultan

Air Base, sonme of them went wup towards Khalid

Mlitary Cty. There we go, that's through February

28t h.

The ground canpaign started. W start

the end around and we end up in actually the
Kham siyah area of southern lrag. At that point the
ground war ends. And then we start to retrograde
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down through here. W are here as of March 31st.
And then we're down through April 9th, and that's
essentially when the unit returned back to the United
St at es.

W're using tools like this to again | ook
at all of our files. W're also starting to use
those tools for other things. Coviously sonme of the
things we continue to do are still risk. This is
currently a risk table for exposure to basically oil
well fire snoke, a subset of chemical contam nates.

What we have down here are units, days exposed. W
have the maxi mum nodel carcinogenic risk, the m ninmum
nodel carcinogenic risk, the maxi num nodel hazard
i ndices, an index of non-carcinogenic risk, and the
m ni mum non car ci nogeni ¢ ri sk

What you can see here just for the sake
of discussion is that we're looking in terns of
carcinogenicity of oil well fire snoke in the ten to
the mnus ten range. For those of you who are
unaware, EPA point of departure is 10 to the mnus
six, so we are four, at |least four orders of
magni tude below their level right now So oil well
fire snoke, limted set of contamnates, so we're

not, this is not all environnental contam nates. W
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continue to work on things |ike particulates,
conpleted uranium pesticides, and various other
exposur es.

One of those exposures obviously was this
at Kham siyah where, if you're not famliar again,
March 4th and March 10th units of the 82nd Airborne
Division, the 37th Engineering Conpany nade a
donat i on. Bunker 73 was March 4th. This pin here
was March 10th. W had 122 mllineter rockets. It
subsequently turned out in the United Nations Special
Conmi ssion on Wapons of Mass Destruction that they
were filled with sarin and cyclosarin, a nerve agent.

And since that tine we have been involved, with the
Ofice of Special Assistant @lf War |Illness and
various other players, in trying to map what the
exposure m ght have been.

To give you a feel for sonme of the
efforts in that regard, we have, let's see, lot of
plumes. W're in the process of redoing these plunes
as we speak. They shoul d be published shortly, and
so people will say what's happening. And again we
are sitting here taking inprovenents in the wunit
| ocation database, we're talking inprovenents in the

net eorol ogi cal datasets used for these things in
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terns of which way was the wi nd bl ow ng, how fast was
it blowing, taking a |look at that. And we're also
trying to treat the source codes.

DR PERROITA: Could you explain the
epi dem ol ogi cal footprint?

MR RESTA: Yes. The first set of plunes
that we did is an ensenble of nodels. And down here
you'll see that we took essentially three different
di spersion nodels, conbined it with two different
net eorol ogi cal datasets,and then put it all together
and then drew the out-of-bounders. And that was
chosen as a conservative approach such that we could
notify the individuals in here. W didn't think that
that really was the best answer. For a policy
decision it was very conservative, but for scientific
study it was not.

So then what we did was we took SCI PUFF,
which is a dispersion nodel. The proponent now is
t he Defense Threat Reduction Agency, which used to be
t he Def ense Special Wapons Agency, and COAMPS, which
is a neteorol ogical dataset, conbined them and felt
t hat t hat was pr obabl y t he nost accurate
scientifically defensible representation of the

situation. And from there we're using that to
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identify people who we wwuld want to do an
epi dem ol ogi cal study on. And Captain Gay is here
sonewhere -- | saw him earlier -- and is actually
deeply involved in that regard. And so the results
of that should be com ng out.

Here are sone publications that have cone
out. Again these are nostly Captain Gay's work; we
just help. One, risk factors with respect to nental
di sorder hospitalization after the Persian Qulf War
is in the Journal of dinical Epidemology, and then
the post- war hospitalization experience anong Qulf
War veterans possibly exposed to chemcal nunitions
destruction at Kham siyah, American Journal of
Epi demology. So they're out in the literature now,
and they have been received somewhat positively.

Switching gears to try and give you an
update of where we are with Bosnia. Again to try and
give you a sense of why we're concerned about this,
this is Canp Poxetani in Lukavac in Tuzla Valley.
I Mmedi ately upon basically the commtnent of U S
forces to Bosnia, we had to find places to stay, and
one of the first places we chose was where the Dutch
have been staying since 1993. Here. And so we put

our forces here in February of 1996 and pulled our
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forces out of here in August of 1996.

W continue to have |logistic support
contractor, Brown and Root, occupy this [|ocation.
This is a coke plant where they get coal converted to
coke and then wuse that as feed stock for the
enmerging, what | wuld say are organic chemca
manufacturing throughout the Tuzla Valley where
they' re using coke and coal oil feed stock as opposed
to things like petroleum natural gas and the I|ike.
Lots of residues, lots of waste, |lots of places where
we don't know where the stuff went to.

At the sane tine we put people, we have a
glue factory in Quardian. Back here, this is further
up the valley, is a coal-fired steam plant. And
every tinme we have a unit rotation through here we
answer the question about the nuclear reactor right
there because there's a hyperbolic cooling tower.
And in the United States the only places that use
these kind of things tend to be nucl ear power plants.

And so we have witten probably eight
i nformational papers. W just take one and update it
all the tine saying that this really is coal, that
the snoke comng out of that is not radioactive, it

is sinmply steam and that what this thing is doing is
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just cooling the water and that's how they're nmaking
electricity for keeping the lights on.

W continue to do stupid things like we
take nedical waste incinerators and we put them |
think it was right here, in this little hole here
and we say it's a nedical waste incinerator. First,
that's really an overstatenent. It was nostly a burn
box. W put it there and the snoke tends to go right
there, and every now and then we have, | think at
that point, it was the Swedes and then the
Adm ni strator of Defense from Sweden called Secretary
Cohen to find out what the hell was going on in
Bosni a.

And so again we're having sone difficulty
maintaining basically commtnent to preventive
medi ci ne because of location policy. The theater is
starting to get mature, the theater is starting to
get hardened, and efforts and concerns are nmaybe
getting sort of |ackadaisical.

To give you a feel, we have baseline data
at every U S location that we've occupied to date.
However, we don't have any current anbient air data
since April of 1999. That's the last tine we had

anbient air data. The equipnment is still in theater.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

207

And given sone recent occurrences over there in
terns of sone exposures to sonme hazardous materials
in an occupational setting and sone turnover in
preventive nedi ci ne personnel, we expect to see that
data start flow ng again.

Most of the attention regarding this area
has shifted towards Serbia and Kosovo, and yet we
still have a large nunber of forces that are here.
And you've seen that, this before, but to give you a
feel for it is that we're still having -- and what
this is, for those of you who haven't seen it: this
is a representation for the sumer of 1996 for
particular matter less than 10 microns by |ocation
And then what we did is conpare that to the U S. EPA
nati onal anbient air quality standards for PMLO. If
it exceeded the standard of greater than 50
m crograns per cubic neter on an annual basis, it was
red. If it approached the standard 40 to 50, it was
anber. If it was less than 40, it was green.

W have the bulk of our forces in the
anber to red area, and the snapshot again through
April of 1999 is the air quality has not inproved.
In a lot of places what it actually has done is

started to degrade nostly because industries that
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have not been running are now running as the
situation stabilizes.

So we continue to have, one of the
chall enges that we continue to face, is again every
time we do unit rotation out there we have to explain
what that black soot that settles on your tent every
norning is. And so that again shows us that we have
sone i ssues.

This is one area where | don't know if
we' ve ever showed this to the board in the past, but
it also has raised an issue in terns of our, what |
would call, our force protection program beyond our
force health protection program

In Tuzl a there is a chl orine
manufacturing plant which uses a chloralkilide
process with lots of elenental nercury. They take
rock salt mned from below Tuzla and make it into
chl ori ne gas. They then conmbine that with sone of
the coal oil and the |ike produced at other places
for synthetic organic chem cal manufacturing, PVC and
the |ike.

Wiile we are concerned that there was a
| arge quantity of chlorine gas located at this site,

we were concerned about what would happen if that
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large quantity  of gas was rel eased, ei t her
accidentally or intentionally. W have nodel ed that
agai n under a worse case situation. Mst of the tine
the wind goes in the exact opposite direction. Only
under sone rare atnospheric conditions do we ever
have wind in this direction. But one of the nice
things about this is we were able to at |east assure
them that, the current command staff at that point,
that they were in no imediate danger in terns of
lethal conditions or even in ternms of exceeding an
OSHA short termexposure limt.

At the sane tinme you could not have a
proxy for anything beyond an occupational limt, so
we use ACAH tine-weighted average for chlorine and
determned that we were within the bounds of that
which may indicate that there may be a noticeable
effect. Wether that effect would exist |ong enough
to cause harm would be a different story. Ve are
using this kind of information actually to change the
way we've cited locations in Kosovo. So that was a
very good | earni ng experience for us.

You probably have been briefed dozens of
timtes on the DOD instruction in terns of joint

nmedi cal surveill ance. Just to remnd you that the
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piece that we're working is identifying potenti al
hazards and evaluating actual docunented exposures.
And to give you a feel, if you have not seen it, it
is available through the clinical business area's
website and you can get access to it there.

And again here we are in terns of the
group that has fornmed to work what we're now calling

environnmental and occupational health surveillance to

make sure that people understand that it's
environnent with a big "E" It includes the work
space as well as just the anbient environnent. The

JESWG -- Joint Environnental Surveillance Wrk G oup
-- perforns the direction. Executive nenbership of
all these organizations -- the CHPPM the Air Force's
analog -- is to provide health risk anal ysis.

Probably the last tine | briefed this, |
said get three unit systens wi ng. They have since
changed their name, formerly EntrelLabs, fornerly the
Qccupational and Environnental Health Laboratories,
so they've just basically undergone sone nane
changes. The Naval Environnmental Health Center,
Arnmed Forces Medical Intelligence Center and then J4
Medi cal Readi ness Divi sion.

In terns of other nenbers, we have
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Col onel Diniega fromthe AFEB has been participating.

W have ACOM limted participation from Sout hCOM
VW have the AMED Center and School. W have the Air
Force Secretary for Envi r onnent al Safety and
Cccupati onal Heal t h, t he Ar ny Secretary for
Envi ronnmental Safety and Cccupational Health, and a
nyriad of other players.

Sone of the current activities that |']

just go over and then give you sone exanples. Ve
have what we'll call rmulti-service inplenenting
instruction. In draft, we call it the joint service
i nstruction. That has been dispatched within the

past two weeks for review Again, a lot of those
conmments, Conmmander WAyne MBride, Navy BUMED, is the
action officer on that. One of the things that we
did inthe interimwaiting for that to cone out is we
| ooked at DODI 6055. 1. That's the DOD instruction
for the DOD safety and occupational health program
and I'Il talk about that. But basically we expanded
the scope and applicability of that.

"Il talk a little bit about how the
environnmental health intelligence is inproving. |'ll
give you sone exanples in terns of operation and

joint guardian of current operations in Kosovo.
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Were we are in terns of inproving the type of
equi prent we can use to capture sone of these
exposures, and then talk a little bit about some of
t he deploynment health risk assessnent guidances that
i's now avail abl e.

Real quick, basically what we are trying
to come up with is a way and a nechani smto inpl enent
at the service level and unit level all the various
policies out there in terns of health surveillance,
and there are quite a few of them And particularly
within the Arny we have a challenge in that just

because we have a DOD docunment does not necessarily

nmean we have an Arny policy. ' m amazed every day
when we figure that out, and so now I am in the
process of trying to backfill from the DOD all the

way down to the unit within the Arny.

The Air Force and Navy do not seem to
have those kinds of admnistrative requirenents as
much as we do. Several of ny brethren in the Navy
m ght di sagr ee. These are the kinds of things that
we're trying to wite instructions for. Again, here
is the website where they are avail abl e.

Basically the clean thing about this that

works is, this goes in ternms of roles and
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responsibilities. It defines what a deploynent is,
and again this is not final, so those definitions can
and possibly will change as we go along. But the big
thing about us that it's done is it's taken the
concept of what' s call ed "operati onal risk
managenent” and applied it to deploynent health risk
assessnent .

One of the big challenges we have within
preventive nedicine is taking the risks that we're
concerned about and communicating those risks to the
line commanders in a termnology that they are used
to seeing. Qperational risk managenent is that
t er mi nol ogy. To give you a feel, this is the Arny
Ctation Field Manual 100-14. There is an anal ogous
Air Force and Navy gui dance out, and the Marine Corps
has augnented the Navy gui dance with sone nore Marine
Cor ps-specific type case histories. But basically
what we are doing is assessing risks by assessing
severity. And these are defined, but they're defined
very broadly. So one of the challenges that we're
going to face in the next year is comng up wth
envi ronnent al occupat i onal heal th appropriate
definitions and where they fit, but essentially

sinmplistically cat ast rophi c: sonebody di es,
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negligi bl e, everybody is okay. That's very

sinmplistic.

Probabilities ranging from unlikely to
frequently. And then you assign things. R sks range
fromextrenely high, which is washed out here, but it
is black. W consciously used the color codes
because in an operational environnent, if a situation
is black, it nmeans sonething to a |ine commander.
Red, anber, and green and the like. And so we find
ourselves starting to wuse words like, "You' ve
exceeded anbient air quality standard for particul ate
matter; you're in an anber status."” That's a
subj ective assunption and judgnent. Maki ng that
statenment, we're trying to conme up with the tools
necessary to do that.

Wat we've also done, and | talked at
little bit about this, is during the revision of DCODI
6055 a year ago | ast summer, we expanded the scope of
DODI 6055 to apply to all mlitary deploynents.
Prior to this, essentially the DOD safety and
occupational health program stopped at the fence
line. And so consequently when we depl oyed we didn't
bring our safety and occupational health program to

the field with us.
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Now, the Air Force and the Navy did a

better job, particularly the Navy because the Navy
were always where they always are. What was
garrisoned floats essentially for them so it wasn't
a big switch for them during mlitary deploynent.
They already had their I1HOs and EHOs onboard ship
W th them

For the Arny this is taking a cultural
change because what we tended to do, if we're
standing in nud, obviously OSHA doesn't apply.
That's sort of +the attitude. Fixing that and
changing that culture is going to be a challenge.
Again this is where it's at. This also tal ks about
applying operational risk rmanagenent to safety,
occupational safety, occupational health. And so
those are the concepts that we're working with right
Now.

To give you a feel for how we' ve
i nproved, we actively predom nantly have inproved the

ability to take a look at potential hazards in

depl oynent s. This is the Kosovo region of Serbia
Pristina is the capital. The U S. sector is
predomnantly in this. This is predomnantly the

Brits. Wiat we did interns of this is for the first
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time we actually submtted a formal intelligence
requi renent request through the system through the
COLI SEUM  whi ch is the cooperative on l'i ne
intelligence system for end users and managers, not
ny acronym

AUDI ENCE MEMBER: | ' m i npr essed.

MR RESTA: | think the "S'" may be w ong.

| think I got the "S" wrong.

But basically what that did, is that
actually tasked the entire intelligence conmmunity and
raised the i ssue  of we're  concerned about
envi ronnental occupational health threats. The first
time it was ever done, and obviously we did not do it
right the first tinme we submtted it. It took us a
while to work that process. W talked to people who
never heard of us, never heard of anything associ ated
with preventive medicine. And once we expl ai ned what
we were looking for, it turns out that yes, we do
have sone information that woul d hel p your situation

At the sane tine AFM C had conpl eted tier
one of their process to try and prioritize industrial
hazar ds. They had been working with Johns Hopkins
University on it at the School of Public Health where

basically they came up with a prioritized list of
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hazards. They took that, they took other things and
made, published this, and there was actually a DI, a
Defense Intelligence report subsequent to 24 March
which actually was for the first tine in any
operation where we had actual environnental hazards,
| ocati ons, guantities  of chem cal s, types of
chem cal s, and the |ike.

What we did at that point is we did that
and essentially did a prelimnary industrial hazard
assessnent, what we call it where we took a |ook at
okay, if we had an accidental release, which way is
it going to go? Sinplistically, we |ooked at things
like just drawing concentric rings at five
kil ometers. W also looked at things |ike using
North Anerican Energency Response (Quidance and
transportation related accidents to give them a fee
for where they were qualified. It taught us some
things in ternms of that, how to handle things on the
classified side.

One of the things preventive nedici ne has
not had great experience with is the field of
classified information. You can do the work, but
you can't tell anybody about it, or you can do the

work and you have to give it to sonmebody in Europe,
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but they don't have classified facts, or they don't
have this or they don't have that. And so it
identified for us the need to upgrade sone
infrastructure throughout the community.

At the sane tine, for the first tine we
cane up with sone recomendations for additiona
entry environnental health surveillance, where we
actually said, okay, if we're going to go into a
| ocation, here is what we think we ought to be
| ooking for.

To give you a feel for it, this is
unclassified, to give you a feel for the kind of
information that is available that was not avail able
several years ago, at |east not available in a sinple
place. This is an overlay and that's sort of washed
out there, but this is an overlay essentially of the
environnental profile of Kosovo. What we have here
are high levels of anbient air pollution, and you can
see that right here. W have things where we have
actual -- we're seeing damage to the forest due to
air pollution, nostly acid rain-type of things that
we're seeing there. W have a qualitative assessnent
of the overall water quality, such that if we're

going to rely on these water sources, we would know
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what to do wth it. And we also have sone assessnent
of what essentially the potential for contam nated
soil is. There are analog classified annexes to this
that go into nuch greater levels of detail that
actual ly have sone use in terns of planning.

Ve have al so conpl et ed somne
m ni aturization and nodernization of sonme of our
equi pnent . This thing right here is a PMO
particulate netal less than 10 mcrons. It's what we
have been using to collect essentially anbient air
particul at es. It's as big as ne, it's at |east as
tall as ne, but luckily I don't weigh 136 pounds. It
requires consistent electrical power. W actually
did get sonme stuff that ran on 50 Hz, but one of the
problens is that consistent electrical power is at a
premumin a mlitary contingency.

W went out thinking that we mght have
to go with the R& folks to come wth sonething
better. It turns out the EPA has been westling with
the sane problem and owned half this patent with a
private conpany for a small batt ery- oper at ed
particul ate matter sanpler. And instead of pulling
through an 8-1/2 by 11 filter, it pulls through a 47

mllineter filter. It only weighs 18 pounds, it's
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only a foot and a half tall, and it runs on
batteries. And oh, by the way, we can programit to
store 96 hours from then, such that we can go and
hang it on a pole and not have to worry about it and
it will draw sanples

So basically through a cluster of these
things we can collect essentially a week's worth of
data wi thout having sonmebody standing there waiting
for it. These are deployed in Bosnia right now
W' re using them successfully last spring. And we're
ready to deploy themin Serbia when that call cones.

At the sane tinme we've had great success in terns of
simplifying the logistics associated with collecting
nore quality data.

In the back here is essentially the
nunber of containers you need to fully characterize
the water supply using EPA nethodology. |It's about a
gallon and a half by the tine you' re done. You add
the ice and you add the cooler and this thing weighs
50 pounds. You can get essentially one sanple point
for every regul ar size cooler

Logistics, it was difficult. At  one
poi nt there was probably  about 200 coolers

transferring the Atlantic between Mryland and

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

221

Germany, and GCermany and Bosnia, going back and
forth. VW& have coolers, 50 coolers in Edgewood, we
had over 50 coolers in Germany. W had nore cool ers
than Col eman does sone days. And yet what happens
when you have Iimted transportation, it's difficult
to actually get that.

W got with our |aboratory people and
said we are concerned about these paraneters. Tel
us the mninmm anount of volune you need for the
anal ysi s. They actually again went out to EPA and
EPA had the sane concerns as us and said you really
don't need four liters to do a radiol ogical screen
you only need 120 mlliliters. And so we went froma
gallon to four ounces.

Pesticides one liter down to 40 mls and
the 1ike. So instead of having this here, we have
this. W continued to try and sinplify this because
even though | think at one point we're at -- it's 19
bottl es. Actually there's sonme blanks that you
carry, but 19 40-ml vials. W actually think we can
get it down smaller and maybe come up with sonething
sinpler than a 40 ml| wvial that we can use to
actually collect sone sanples. W're enbarking this

year on sone stability tests to determne if | fill
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it up and | don't refrigerate it, what happens to it.
But again to sinplify a ot of the |ogistics.

This is probably | think the biggest
acconpl i shnment we've had this year. It is our first
volunme of our first effort in terns of devel oping
chem cal - speci fic exposure guidance that is suitable
for performance. Qur concerns are applying anbient
air quality standards or EPA standards that are
designed for the whole population. It mght be
i nappropriate in terns of they're so overprotective
they could restrict our operational needs, where
sonmeone thought that anbient air greater than 50
m crogram per cubic feet is red, | can't operate in
that area, when in reality nost of the Baltinore-
Washi ngton area exceeds national anmbient air quality
standards at |east during the summer for ozone.

So for the nost part it was an
i nappropriate wuse to just apply EPA standards.
Conversely just taking occupational standards, TWAs,
TLVs, sonething like that mght be in appropriate
because we don't have just an eight hour per day,
five day per week exposure, you know, basically you
have a 24/7 exposure for nine nonths of the year.

So taking that, we developed this where
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we're | ooking at exposures of one hour, one day, up
to 14 days, and we're putting various |levels there so
i ndividuals can get data and assessnent in terns of
risk, negligible harm up through significant risk
Essentially being able to tell us whether it's
extremely high, high, noderate, or low risk. That's
published. W're in the process of putting this on
the web, on CD as well. And if nenbers are
interested we certainly can get you copies of this.
Were we're going, again I|'Il go over
this and then tell you how it will be done. To do
this it requires, and within the Arny in particular,

what's called the DILOVS approach. DILOM stands for

Doctri ne Tr ai ni ng, Leader shi p, Or gani zati on,
Materials, Soldiers report. It needs a conprehensive
approach. W're in the process, and I'l|l go over how

we're going to do that.

NBC defense, the Departnent of Defense
has got a contract on the street for $300 mllion for
chem cal agent detectors that they want to have
nmeasure industrial conpounds. W have not integrated
this effort wth that effort vyet. VW  have
Presidential Review Directive Nunmber 5 as well as

Public Law 105-85 that are mandating the eval uation
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and docunentation  of what's called |owlevel
exposures. W don't know how to handl e that yet.

Again we continue to fight the challenge
of linking this with the health outcome system such
t hat we can actually do sone environnental
epi dem ol ogy, and | think you' ve heard from Col onel
Dennis this norning, we'll continue to fight the IMT
battle. Tonorrow I'mfighting that battle.

To give you a feel for where we are
strategically, these are the objectives that are in
the nedical readiness strategic plan that we're
trying to tie our activities through and to. That's
inmportant in ternms of progranmng funds, that if you
can tie sonething back that MRSP has paid, you have a
better shot at getting it funded than if it's just a
real good idea that has not really been accepted by
t he Departnment of Defense.

And so these are the kinds of things that
we're trying to tie themto, particularly here, the
second one, as well as this part right here. Again,
that's available there. At the sane time in terns of
doctrine, the way we're trying to crack that, U S
Arny MedCom floated an issue through what's called

the Functional Area Analysis -- Functional Area
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Assessnent program FAA program where the Vice Chief

of Staff of the Arny basically agreed that there was
no doctrine to fill the gap between occupational

standards in peace time and full blown major theater

war standards, that gap in between. The concept
t here, we're using words like NBCE, nucl ear
bi ol ogi cal chem cal environmental. Navy is using an

initialism of CBRE which is chemcal, biological,
radi ol ogi cal, and environnental. The Ar Force, |
have not heard their initialism yet, but it'l
probably be different from both the Navy and the
Arny's.

Bottom Iline to this is that the
| eadership of the Arny realizes that there is a
policy and doctrinal gap at the nonent, and so now we
have the line side of the Arny energized to the fact
that we do need that, and that's very, very inportant
for us because we can think it's a real good idea,
put stuff down on the street, but if we don't get the
line buying in, it doesn't get done.

At the sane tine the Chem cal Center and
School realizes that they need to start to play, and
this will be our entre into getting this integrated

with our NBC defense. They have drafted a plan, that
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they call a canpaign plan under Secretary of the
Arny. It was canpaign plan Rosticker. Dr. Rosticker
was the special assistant for Qulf War illnesses, now
al so the Under Secretary of the Arny, and he realizes
that there needs to be sone doctrinal shake-up

Sone of the things that they' re taking a
look at is they are taking a |Iook at basically force
protection in an NBC environnent. They' ve further
defined what an NBC environnent is. It goes down to
| evel s of NBC agents or mxtures of NBC agents with
other toxics at levels below that considered to be
causing harm by the DOD, and also they want to nake
sure that these are applied through hone |ine defense
initiatives, i.e. donestic weapons of mass
destruction and those types of issues there.

At the sanme tinme Congress is hel ping us.
This is from the authorization conference report
under PL/105-85, but basically we have been directed
to nodify chemcal warfare policy and doctrine to
protect against any exposure of chemcal warfare
agents to include exposures to |low | evels of chem ca
agents. And then here is where we have sone
attorneys involved and other toxic substances in the

environnent that endanger the health of the exposed
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per sonnel .

There is some debate going on. Are we
|l ooking at these toxic substances independent of
whether there are chemcal agents there, or does
chemcal to chemcal agents need to be there for us
to really worry about this. And that's going back
and forth because there is sonme funding initiatives
that are dependent upon it. But basically we've been
told to worry about |ow | evels, even though currently
operationally we don't feel that low levels are
causi ng any current considerations.

To get there, I1've talked a little bit
about our 230A or short-term guide. W have a |ong-
term guide, two weeks to one year, that is currently
in the works now. It should be out by second
quarter, this FY -- next FY, as well as taking a | ook
at some comon Arny occupational sources and contro
recommendations. So we can take a | ook at where we
are in terns of the kinds of occupational hazards we
face during depl oynent , cl eani ng, equi pnent

mai nt enance, and the |ike.

PRUS, if you have not received a
conprehensive brief of PRUS, | would recomend that
you get one. You won't be able to get it from ne
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because | don't wunderstand what it's going to do.
Wiat we do know is that the President has directed
DOD, VA, as well as Health and Human Services to
devel op comprehensive |ife-long nedical record of
illnesses, injury, care, inoculations, and exposures
to hazards, and that's our guidance. They've fornmed
a work group, that work group cane out with a report,
and now that work group has forned what's called the
Mlitary and Veterans Health Coordinating Board that
is standing up as we speak. Currently there are two
individuals that are there, Colonel Craig Postlewaite
is Drector of the Departnent of Health, Commander Ed
Marcinik is director of research, Colonel Ken Hoffman
| don't think is en route yet, but next week | think
he | eaves Korea or the week after to cone back. They
are formng various working groups here that wll
start having at least, if not oversight, review and
input to DOD policies, practices, tactics, techniques
and procedures.

W're very unclear what this is going to
do. Certainly they are very concerned, particularly
the people at the VA are very concerned about
del ayed-type health effects as opposed to operational

significant health effects. Qur current doctrine,
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our current way of fighting, we're concerned about
current health effects, how we do that.

And we've seen that. I've tal ked about
that. You know, we've seen that. The big one is the

™ P. Col onel Dennis did not talk about TMP, the

theater map information program That's the big
i ssue right now W are building this database
system to handle basically all kinds of nedical

information in the theater as part of the theater map
information program W have this other effort back
here in accordance with the conprehensive health care
system CHCS2, or version 2 of that. And we believe
that communication is going to be a big challenge,
and actual ly we're starting an oper at i onal
requi renents docunment review tonorrow i n San Antoni o.

Wth that I'll take questions.

DR PERROITA: The fastest talking guy in
t he busi ness. Thank you, John.

Any questions?

M. Resta?

MR RESTA: I"'mreally going to hate to
do this, but this may be ny |ast chance, and John may
not be the guy to answer this, but | have westled

with this picture. W' re tal king about Kham siyah
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now, however you like to say that. Maybe G eg, who
may be behind ne, can think about it as well. | have
a very difficult time, in fact | find it inpossible
for me to be able to consider that there was a pile
or nore than one pile of rockets that may or may not
have been filled or partially filled with sarin or
cyclosarin nerve agents. | can understand that as a
possibility.

And the vision that | have when our own
mlitary blows themup to destroy themis that we get
a big blowup. | find it very hard to conprehend how
we can have all of this sophisticated plume nodeling,
with 20,000 people potentially -- and everybody skips
over that word "potentially"” -- exposed when people
who are right there, people who are in a nore
concentrated area, unless this thing went up two
mles, which I don't think we have the explosives to
do that, and we got no hits on any of the detectors.

W' ve got nobody who suffered any obvious, direct,
acute inpact as a result of cyclosarin or sarin. And
so | am conpletely stunped on how we can do anything
epidem ol ogically or otherwi se based on an exposure
that | find, in ny perhaps naive and uneducated ways,

absol utely physically inpossible. Help nme, Geg.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

231
CAPTAI N GRAY: Actually, we published a

paper using Dr. Broderick's report in fact to choose
some diagnoses nost likely to be found for sub-
clinical exposures, causing chronic diseases. You
know, there's just no literature to support that.
It's not been tested in a way. So you're right, it
doesn't nmake -- there's not a lot of biological data
to support such an inpact.

So what we were doing in our analysis and
what they're trying to do here is to set up a
mechani smso that we can rule out things |ike that.

DR PERROTTA: And | understand this is
not a scientific question. It clearly feels to me
like a political question. W have very snart people
spendi ng scarce resources on studies that are going
to be, in ny opinion, fatally hanpered by a
theoretical and, yet to nme, not physically possible
exposure to an agent that we certainly should have
seen sonething else go on. And | don't nean to

denean the work you're doing at all or denean what

you're doing at all, | just -- help nme or tell nme to
shut the hell up. | guess | should shut the hell up.

COLONEL BRADSHAW | don't know if this
will help any. "Il just nmention that there have
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been sone things cone through that are posted to Gulf
Link -- sorry, posted to @ilf Link through the web
site that they have that |ooks at sone of the
nodel i ng. They actually blew up sonme rockets that
were simlar to this, nodeled how nmuch went into the
sand, how nuch went up, you know, in the explosion
and so on. So if you want to |look at the physica
l'i keli hood of contam nation, that is available on the
@il f Link Website.

CAPTAI N TRUWMP: Although | think you
stated the underlying issue is, you know, politically
we are in a position of at least trying to prove a
negative, which is that there is no evidence of any
adverse effects fromany exposure that may or nmay not
have happened. There's a challenge and the best we
can do is when we're asked to do that is apply the
best science we can so that, you know, over tine
hopeful |y the weight of evidence will show us what is
the ~correct situation. But, you know, it is
frustrating for all of us when, you know, there are
ot her issues that are quite pressing.

DR PERROITA: Vell, ny issue is not
whet her or not we should try to prove health effects

to an exposure. My statement today is | sinply
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cannot understand the physics that there could be an
exposure in the absence of anybody showi ng the acute
-- 1 nmean, if you know what we know about nerve
agents is that the no effect to an acute hit, the eye
changes and pul nonary changes and the rhinorrhea and
all that, is alittle one that goes current. There's
very little underneath the effect level. And so, if
you think about that, what you're saying is we blew
up a bunch of bonbs that supposedly had this stuff on
them and yet we never exceeded this |evel because we
never saw anybody who had any of the rhinorrhea or
the shortness of breath and the pinpoint pupils, and
so that everybody else in the entire theater or
wherever had to be exposed to things at |ess than
that level. And I find that physically inpossible.

And | don't know, nmaybe |'m beating a
dead horse, but in epidemology it's hard to do work
when you don't know what the exposure is or when
there is no exposure. And we'll be saying an awfu
| ot about that in our review of the physiolostigmne
brom de report, and maybe that's why it's an acute
problemto ne. And I'mturning this thing off.

MR RESTA: One thing that may be of

value to you, they potentially had part of the
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Presi denti al Speci al Oversight Board's of that
critique submtted. Sonetimes they don't seem to
have t hose kinds of problens. W also share a |ot of
your sane sentinments, yet they seem to nake these
great junps and leaps of faith wthout any problem
what soever .

DR PERROTTA: A whole raft of
epi dem ol ogi ¢ studies being supported by DOD and
perhaps politically driven is about this particular
i nci dent . And w thout an environment exposure, it
feels |ike an extraordi nary waste of noney.

MR RESTA: W're also enbarked on doing
simlar things, including rain as well.

DR PERROITA: I"m sorry, Dr. Anderson.
D d you have a question?

DR, ANDERSON: | do have a question and
the question | have is nore regarding the nodeling in
t hat you show your plune, but a plume assunes, | nean
you can nove that plunme around the world with any
nmodel . Just giving it enough tinme and transport. It
nore has to do with the concentration. So the
guestion on your plunmes, what was the concentration
that you used to draw your boundaries for your

various plunes, or was it a time thing or --
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MR RESTA: Vel | basically it was

concentration tinme, but we can go to a concentration.
There were two zones. The first zone ranged from
lethality down to what we could consider nyosis
| evel . The CT on that was one mlligram mnute per
cubic nmeter. And then the second zone we defined as
low | evel was one mlligramin a per cubic neter down
to a concentration tinme on the 72 hour general
popul ation control |evel that was established for
wor ker protection back in 1989. The concentration of
that was one tinmes ten to the mnus fifth mlligram
per cubic neter. The CT based on a four hour
exposure was .015 mlligram m nute per cubic neter.

DR ANDERSON: The assunption was that
all of the material was dispersed.

MR, RESTA: No, no, not immediately.

DR ANDERSON No synptons, we had no
lethalities, but your nodeling has to start with a
concentration that you then --

MR RESTA: Disperse.

DR ANDERSON:  Yes.

MR RESTA: And the way it was dispersed,
and the way it was dispersed it was not dispersed

i nstantaneously, it was not a puff nodel. Because
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based wupon the dugway test we found that stuff
actually potentially pooled and then dissipated
actually over four days. And so the plunme | showed
you here was the day one. W actually have day two,
day three and day four, and see you can with the
changi ng net eorol ogy --

DR ANDERSON:  Yes.

MR RESTA: -- the thing would shift and
then, you know, at the end it's just a real little,
essentially octagon as the source term as the source
di ssi pat es. The one thing that is nice at this
point in tinme, based upon current unit |ocation data,
we had nobody within the zone where we would have
seen noticeable effects. So at |east our version of
history and our version of the mathematics of the
situation currently coincide. However, changes in
unit location database could change that or change
any of the source ternms in terns of either the anount
of agent that was present, or the wi nd was bl ow ng,
or direction, how fast, could push you over five
kilometers and all of a sudden you have 300 people
t hat shoul d have noti ced sonet hi ng.

DR, ANDERSON. Were any aninals | ooked

at ?

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

237
MR RESTA I'm not aware of any

| aborat ory based --

DR ANDERSON: - - no, no, I mean
wildife? Wile there may not be large aninmals in
the desert, there's a lot of small aninmals that you
woul d have thought had there been a major exposure.

CAPTAI N TRUWVP: | don't think there was
anything there to be concerned about. There were --

MR, RESTA: | amnot aware of any actua
data --

CAPTAI N TRUWP: -- not a lot of little
skel etons there.

MR RESTA: -- on this situation. There
were sonme mat hematical exerci ses.

DR PERROITA: It was good to see you
Sorry | got off on --

MR RESTA: (Kkay.

DR PERROTTA: Any epileptics in the off
roonf?

DR ANDERSON: We'll find out.

DR PERROITA: Ve will find out. Thi s
will be the arned forces epileptic screening program

See if your nedications are still working.

Shoul d we nove the break up? Ckay, let's
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take a 15 mnute break. Five after.

(Whereupon, at 2:47 p.m, off the record
until 3:05 p.m)

DR PERROTTA: Captain Geg Gay is from
the Naval Health Research Center and is a friend of
the board and has been involved in Board activities
or we've been involved in his activities, | don't
know whi ch way, for many years, and | appreciate his
participation and support of board work, and I'll be
interested in hearing sonme nore about ARD updat es.

G eg?

CAPTAI N GRAY: Thank you very mnuch. I's
this on? Good.

Wat 1'd |like to do today is tell you a
little bit about what we're doing to survey for
energing respiratory disease. At the Naval Health
Research Center, San Diego we've recently been able
to establish sonewhat of a reference |aboratory. Can
you hear nme now? How about this one? It never
fails, I run into these technical problens. Cay,
how is this?

At the Naval Health Research Center we've
established a respiratory disease |aboratory. Ve

have a nunber of assets in wvirology and in
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bacteriology that we're developing and adapting
nolecularly at |east such that we can assist in
various outbreak investigations and cohort studies.
And I want to talk to you about our surveillance work
and sonme of our cohort studies too.

Just to show you where we are today with
sonme of these studies, you can see that we have sone,
I think 19 different mlitary comrands involved, a
nunber of themmajor mlitary training comands, that
include lately the Coast Quard, the Arny, the Ar
Force and Marine Corps, and of course the Navy.
W're working on liaisons with the Mexican mlitary
to establish sonme surveillance with themas well.

I want to talk to you out about three of
the agents we're |looking very hard at. First of
which is streptococcus pneunoni ae. W  have
surveillance at seven mlitary facilities for this
pat hogen. W take only invasive isolates and those
include the patients that are both active duty and
dependent s. W're Jlooking at the antibiotic
sensitivity and also looking at their serotypes
because there were sone public health inplications
particularly anong the active duty personnel.

You can see that our data with respect to
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penicillin and erythronmycin resistance is simlar to
this being seen across the United States, that is
that we have a high prevalence, and nmuch of the
potential resistance of multi antibiotic resistance.
You can see though inportantly and one of the
reasons we do this surveillance is that geographica
distribution of antibiotic resistance differs by
site, so it's very inportant for us to consider these
di fferences when we suggest policy decisions.

Here you see that Geat Lakes has so far
really no evidence of antibiotic resistance. W have
quite a bit in San D ego and in Wshington, D C
Perhaps the only place in the DoD that can type
pneunococcal isolates, and here you can see that you
can type a nunber, | think 55 here, and we actually
have nore, but | don't have the data, but it's
inmportant to note that here that all the clinical
isolates we received so far have been in the
trachi aval ent vacci ne.

The second pathogen | want to nention is
strept ococcus pyogenes has |ong been a probl em anbng
mlitary populations, particularly trainees not only
for rheumatic fever but for pharyngitis outbreaks and

recently sone of the nore invasive nanifestations
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i ke toxic shock and necrotizing fascitis. VW have
eight mlitary recruit canps providing us wth
specinens. W don't take every specinen, but we take
a certain nunber of specinens per popul ation per week
to do, agai n, resi stance testing. And we
collaborated on this one using new nolecular
techni ques that we hope to adapt to our |ab.

Looking at emmgene, this is much nore
sensitive, if you will, or we're able to type nore
than we could through the traditional NMI type that
was done years ago where you could only get about 50
percent. Fortunately we're seeing very little
antibiotic resistance anong the clinical strep
pyogenes although the erythronycin resistance seens
to be increasing somewhat. And you can see again the
geogr aphi cal di stribution of t hat antibiotic
resi stance varies by training canp. But Texas had
nore than their share.

W' re just |earning about this emmtyping
so | mean | <can't give you profound conclusions
regarding this, it's a wole new nonenclature
organi zed and led, spearheaded by the Center for
D sease Control and Prevention. But basically we're

finding sonme serotypes on the types that you woul d
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expect in our popul ations.

Finally I want to tell you a little bit
about our viral respiratory surveillance. W began
this work in Cctober of 1996 with start-up nonies
from BUVED to | ook specifically at adenovirus. Ve
transitioned the study from May of 1998 | ooking for
all causes of febrile respiratory illness and that's
what we call the surveillance now

The concept is rather sinple. vell, |
think | passed out handouts, you have before you,
when you take the specinens out. W take the throat
cultures from all the trainees that cone to the
clinic with a tenperature of 100.5 Fahrenheit, or
higher. Just a throat culture, they are preserved at
m nus 70 C and shipped in batch to NHRC where we work
themup for up to a total of 28 days and then we can
do indirect course antibiotics inplication and
ser ot ypi ng.

So for the tinme period |I've showed you
before we actually collected quite a few isolates,
let's see, in the neighborhood of 3,300 isolates,
that's a whole lot of throat cultures that came
through out door, and a very high vyield which

concerned all the cold chain problems was quite
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remar kabl e. And you can see that the yield differed
by the four sites that were successful in sending us
specimens with sonme of the highest percentages being
MCRD San Di ego | ocally.

The proportion of positive specinens
varied over tine and increased in the w nter nonths
in alnmost all the canps, reflecting w nter adenovirus
epi dem cs. And you can see that when we had those
epidemcs not only do we get nore specinens reflected
here in tan, but we also get a higher yield, in sone
cases as much as 100 percent of the specinens cane in
positive for adenovirus. So this reflects nassive
norbidity. W don't have time to go into it today,
but there have been recent papers or papers in press
docunenting epidemcs recently in both Geat Lakes
and at Ft. Jackson, thousands of trainees affected
when we stopped the vaccine either from lack of
supply or admnistrative purposes. And we are
anticipating sone really bad winters while we procure
a new nmanufacturer for vaccine. If you want nore
information | think Colonel Hoke is here sonmewhere
and he has the latest scoop on that in trying to get
a good manufacturer for adenovirus vaccine 4 and 7.

It's inportant to note we saw sone real
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di fferences here geographically as well with types 4
predomnant at these three canps, and type 7
predom nant at Geat Lakes. This is new, | don't
know what to make of this, but it seens to be
somewhat stable in that 7 seens to be the nost
prevalent at Geat Lakes over the entire period of
time. It's also inportant to note that type 21 does
have a clinical inpact here. If you renenber that
type 21 was tested but never manufactured.

Here's sonme data that | think very well
accurately show you what has happened since we've
| ost adenovirus vaccine. This is Ft. Jackson, and
you can see that using the routine control program of
enpl oying the adenovirus vaccine, we really didn't
have a lot of febrile respiratory illness, but when
we stopped the vaccine for various reasons, the
febrile respiratory illness rates escalated, and it's
hard to predict where we're going to go this winter.

W do know in this study that trainees
who did not receive the vaccine were 28 tines nore
likely to be positive for types 4 or 7. So the
vaccine still seened to have pretty good clinical

i npact .

So we transitioned this work, and when we

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

245

transitioned it we stopped taking every culture from
every trainee, and that's because it was just
overwhelmng in our lab. So now we have again we're
sanmpling based on the population strength at the
site. And again the specinens cone to us in batch

W went fromfour sites to nine sites, and proudly we
just nost recently added the Coast Quard's training
canp. W also studied folks at Ft. Benning because
Ft. Benning is a very dynamc population in a sense
that they're often deploying and we think that they
m ght bring in some unusual adeno types.

The case definition is very nuch the
sane. W now use two cell lines, 8549 and Rhesus
nonkey kidney cells instead of just 8549. And we do
IFAs for a nunber of different viral pathogens.
W're one of the few places that the DOD that not
only can type adenovirus, but along with Dr. Leonard
Cass's lab we also use CDC typing service to type
i nfl uenza.

Here you see sone of the data that we
post on the web reflecting the participating sites.
This is the Arny's epidemc threshold rate, which is
based on cases, febrile respiratory illness cases per

trai nees per week. And you can see that Geat Lakes
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have a problem here, and | think that's Lackland, is
t hat Lackland Air --

DR PERROTTA: Ft. Jackson

CAPTAI N GRAY: -- Ft. Jackson had a
problem here, and we seem to be having a problem
right now in fact. So we're closing watching this
Sone of the Cape May data down here, you were shown
some of that yesterday, so they really don't have a
mar ked pr obl em

I got a call last week from Vicky
Fogelman who you wll renenber was the forner
secretary here that said there was an outbreak in the
freshman class at the Air Force Acadeny and wondered
what we could do to help.

Looking at the first 835, sone cultures
we have seen, you'll see the predom nant organi sm has
been adenovirus, this is in contrast to sone of
Linda's work that you will see later, with sone flu A
and flu B recalled it. Most all our trainees
received the influenza vaccine. Finally again the
positivity differs by site. W may have a pool chain
probl em here, we need to check on this at Ft. Leonard
Whod. W seem to have nore negatives than sone of

the other sites. Again we post this up on the web so
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that the public health officials can decide, you
know, what they should do enpirically when they have
out br eaks.

Final |y, usi ng t hese sane dat a
denom nators were able to not only calculate febrile
respiratory illness rates, but using the portion of
sanples that are positive for a particular type of
package, in this case adenovirus, we were able to
determ ne the adenovirus rates at the canps.

Because of the base line surveillance and
the techniques we've developed we're able to do
cohort studies. The Navy Surgeon General wll
sonmetines ask us to do a study anong the freshman
class at the Naval Acadeny because they had three
years of wunexplained respiratory disease outbreaks
W followed these trainees into May of this year and
it looks like we didn't have the epidemc that we
anticipated, we had a bunp here in the curve when
they first canme, but we really didn't see the 400
cases or so we expected. Nevertheless it |ooks |ike
nycopl asma explained about 20 percent of these.
W're continuing to work up sone sero.

The Basic Underwater Denolition Schools

had sone problens wth pneunonia and necrotizing
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fascitis and one or two cases of streptococcal toxic
shock over the last three years. They have asked us
to see if we can figure out what's causing their
pneunonia. And it was decided through collaboration
with them and infectious disease docs and a |ot of
pressure from sonme of the senior policy officials to
do sonething that we would try to come up wth
clinical trail of azithronycin. This is one gram per
week to cover the two weeks of Hell Wek which are

nost suspected or nost associated with pneunonia and

necrotizing fascitis. |It's a double blind tw agent
pl acebo controlled study. W're about half way
through it. | believe we've enrolled 300 trai nees at
this tinme.

Finally 1'd be remss to not tell you
about this. Ft. Benning has experienced a second
pneunococcal, we think pneunbcoccal outbreak early
this year. 29 cases of pneunonia anong the Ranger
trainees, which are simlar to the SEAL trainees
based at underwater denolition school. The CHPPM did
a carrier study and found rather high preval ence of
pneunococcus and we've studied it and found it to be
chiefly serotype 9. And there they responded wth

some azithronycin, mass prophylaxis, and pneunococcal
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vaccine and are trying, they've proposed another
followon study anong the following classes to
determne the clinical effectiveness of wusing the
pneunococcal vaccine in this popul ati on.

G eg Cohen and G aire Broone and | have
al so proposed a | arge pneunbcoccal study. W hope we
will neet with sonme success in a review that's
underway to use the pneunococcal vaccine in a placebo
controlled way to study its clinical inmpact anong
recruits at five training canps. | think their
nunber is 167,000, so it wll be rather anbitious.
W'|ll see if there is the funding to do that. But
the idea is, you know, the pneunobcoccus continues to
raise it head, and cost prohibitive would it be cost
effective for us to enploy the vaccine, the 23 day
vacci ne.

Finally, just to give you a snapshot of
what we could do at our lab, this is in your handout,
I don't go into it in great detail, but we've
devel oped through sone of gracious collaborators |ike
Dr. Joe Gaydos, his wife Charlotte, at Johns Hopkins
and Gail Castle at University of Alabama in
Bi rm ngham they transferred technology to us so that

we're one of the few sites that can do a nunber of
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things, for instance with nycoplasma pneunonia and
with chl anydi a pneunoni a. And also | should credit
David Schnerd at California State at Berkley lab for
showi ng us sero tracking techniques.

For closely collaborating both with the
State Lab, with adenovirus and influenza. Recently
some of our colleagues at Ft. Bragg discovered or
detected the first HINL, one of the first HINL
isolates influenza A isolates in the US. , and Dr.
Henry at the State Lab typed it for us. And CDC has
been <calling us because of this GES sponsored
repository we have of adenovirus and it seens that
they are having a very big problem with pediatric
adenovirus deaths in the
Chicago area, and we found it to be a subtype of 7
that they are postulating mght have changed over
time. And anyway we're going to send them about 50
i sol ates for nol ecul ar studies.

Finally we're hoping to adapt sone new
t echni ques whi ch we' d be abl e to do DNA
fingerprinting of sone of the streptococcal isolates.
W' ve submtted a grant, and | think it's funded to
inprove the diagnostics for bordetella pertussis,

anot her probl ematic pathogen, and we're eval uating or
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hope to evaluate in cooperation wth Qidel a rapid
bedsi de colorinetric test for influenza.

Finally, this Ilittle comrercial if you
want to know nore about our studies, you have a
pretty good website for the DOD hub for d oba
Emerging Infectious Disease System whi ch  has
sponsored this work in its entirety now for about
three years. And 1'd be nore than happy to assist
you with nore information. Thank you very much

DR PERROITA Are there any questions
for Captain Gay?

Mar k?

DR LaFORCE: The Ft. Benning outbreak
with the 29 cases, how many of those were docunented
as being due to strep pneuno?

CAPTAI N GRAY: I think only a handful.
Now, the investigation conducted by the general,
there's sonmebody here who can speak better on that,
was done retrospectively and it was a carriage study,
but | think they only had a couple clinical isolates
anong the 29, two or three, sonething |ike that.

DR LaFORCE: Any bactirem c cases?

CAPTAIN GRAY: That's where | think they

got their isolates.
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DR LaFORCE: Ckay, not from sputun?

CAPTAI N GRAY: No. | may be wong on

that. Does anybody know t hese data better than | do?

LI EUTENANT COLONEL WTHERS: No, | can't.

| think it was nore than a couple, but you're right,
it was --

CAPTAI N GRAY: It may have been m xed

sputum cul ture too.

Yes?

COLONEL HCKE: You nentioned earlier
about the vaccine and said that | mght comment on
t hat . Sone nonths ago the Defense Departnent nade

available a source of funding with which we, the
Def ense Departnment, was to seek a manufacturer. The
job of doing that came to the Mdical Research and
Materiel Comand and M. Bill Howell there is
responsi ble for that activity.

A request for statenents of interest was

published on the Commerce Business Daily website

about four or five nonths ago. Four or five
conpanies canme forward expressing interest in
manuf acturing an adenovirus vaccine, none of the
maj or manufacturers, despite the fact that there may

be, you know, untold benefits in |arger markets than
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j ust the DOD.

Nevert hel ess, there are some conpanies
that are interested in manufacturing this vaccine.

W are continuing to work with Weth to obtain the

production information from that conpany. It's been
slow going, but not entirely their fault. And we
expect that an RFP will be issued fairly soon for
actual ly for mal proposal s from candi dat e

manuf acturers. (Qoviously "tenpus fugit."

DR PERROTTA: Anybody el se?

I know you have an airplane to catch.

CAPTAI N GRAY: Thanks very much.

DR PERROTTA: It was good to see you
agai n.

CAPTAI N GRAY: Ckay.

DR PERROITA: (kay, next we're going to
hear a clinical wupdate on the conbination of
hepatitis A and hepatitis B vaccine in Twinrix. Dr.
Parenti will join us to introduce Dr. Abraham

DR PARENTI : On behalf of SmthKline
Beecham 1'd Ilike to thank the board for the
opportunity to discuss our conbination hepatitis A
and hepatitis B vaccine. And |1'd like to ask Dr.

Bet sy Abraham fromny division to present the data to
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you.

DR ABRAHAM CGood afternoon. M nane is
Bet sy Abraham and | am one of the nedical nonitors
in SmthKline Beecham Il work in the vaccines
division and I'm an associate nedi cal director there.
Dennis is nmy boss and | try to do everything that he
tells nme to do.

W will be reviewwng the technical data
on Twi nri x, Sm t hKl i ne Beechani s conbi nati on
hepatitis A/ B vaccine. After we review the product
profile I shall be spending a few nonents on why you
need to consider adding the hepatitis B vaccine to
your contract on the basis of hepatitis A vacci ne.

In the interest of tine I wll not be
going through every single slide that you have in
your handout. I will be doing a selection of the
slides, and if you have any questions, |'Il be quite
happy to stop and revi ew whatever slide we need to.

Twnrix should be a famliar vaccine
because the two antigens that conpose it are
extremely well-known to us. The hepatitis A antigen
is marketed as Havrix in the United States, and the
hepatitis B antigen is nmarketed as Engeri x-B. The

hepatitis B antigen dose in Twinrix is the sane as in
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the Engerix- B, i.e. 20 mcrograns of HBSAgQ. The

hepatitis A antigen in Twinrix is half the adult

Havrix dose 720 Elisa Units/m instead of 1440

EL.Umn.

Twinrix is admnistered on a three dose
schedule of 0, 1 and 6 nonths. These two antigens
are adsorbed onto alumnum salts. The target

popul ation is adults who are 18 years of age and
ol der, who are at risk of hepatitis A and/or B and
who are not previously immune to the disease either
due to earlier disease or by vaccination with either
nonoval ent vacci ne.

During the manufacturing process, the two
bulk antigens that conpose Havrix or Engerix-B
individually, are fornulated into Twnrix. The two
purified bul ks are added on to alum num the antigens
formulated as the conbination vaccine, filled, and
packaged. This slide shows that follow ng absorption
and the additions of water for the injection, a
preservative, 2-phenoxyethanol is also fornulated in
t he vacci ne.

The followi ng slide show the regulatory
status of Twi nrix. It is approved in severa

countries around the world, excluding the U S It
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was approved in the EC through the centralized
procedure in 1996 in an adult formulation, and in
1997 as a pediatric fornulation. It is also |licensed
in 12 countries outside of Europe which includes the
UK, Canada, Australia. TwWinrix is currently under
review with the FDA for adults aged 18 years and
above.

W generated data on the safety,
reactogenicity, and immunogenicity of Twinrix in 11
clinical trials. The nmethodology that we used in
these trials was identical, and was the standard way
of conducting clinical trials that we and other
manuf acturers follow For safety and reactogenicity,
we | ooked at solicited |ocal and general synptons for
four days follow ng each vaccine dose. W also
recorded unexpected or unsolicited synptons and signs
for up to 30 days after each dose. Both solicited
and unsolicited synptons were recorded on diary cards
by subjects and handed in. Serious adverse events
were reported through the entire study period and
until 30 days after the | ast vacci ne dose.

W bled alnost all subjects for the
eval uation of inmmnogenicity. There were a total of

1,800 subjects that you will see data on. The tinme
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poi nts were at baseline, just before the vaccination,
a nmonth after the first dose, (the two nonth time-
point on the slide is one nonth after the second
vacci ne dose), just prior to the third vaccine dose
(that is nonth six on the slide), and then one nonth
after the last dose, (nonth seven on the slide).
Month seven data were wused as end-points for
assessing the performance of Tw nri Xx.

The | aboratory assays were standard too.

The anti-HAV assay used was an ELI SA test and was a

comer ci al Ki t from Boehringer-Mannheim called
Enzymun. The anti-HBs was a radi oi nmunoassay (R A)
called AUSAB. W look at the results in two slices,
the safety which is an integrated summary from 11
trials, and the inmmnogenicity also integrated across
all trials.

This slide shows the denographic profile
of the 1,800 subjects in the 11 trials. Mst of them
were femal e, about 65 percent, and 85 percent of al
subjects were aged 40 years and younger, between 18
and 40. However we did have 15 percent of subjects
who were aged 40 and ol der.

The total nunber of subjects that

received one dose was 1,812, our safety database.
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The total nunber of doses admnistered over 11 trials
was b5,331. Forty-five percent of subjects reported
soreness, of which 0.3 percent had grade 3, defined
as not tolerable. Redness was remarkably | ower.
Swelling was just about 10 percent. These synpt ons
were transient and self limting and did not |ast
| onger than two days.

The nost common general or system c side
effects that we saw were headache and fatigue. Both
synptons are l|less than 20 percent. Again grade 3
synptons were very few, 0.6 and 0.5 percent. There
was sone fever, fever being recorded as tenperature
above 37 degrees C. There were no reports of grade 3
fever, defined as 102 degrees Fahrenheit or above.

This slide shows the general safety
profile. O all the serious adverse events that were
reported through the 11 trials, there were none that
were related to the vaccine. Simlarly, of the
sever al unsolicited adverse events that wer e
reported, wupper respiratory infection was reported
the nost, but again we could not discern any factor
that showed that sonmething a pattern of relatedness
to the vaccine. There were wthdrawals due to

adver se events; however pregnancy was t he nost comon
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cause of wthdrawal, since pregnant subjects are not
allowed to continue in the trial. There were no

deat hs during the course of the trials.

| munogenicity was studied in many
different ways. Production lots are tested for
consistency in clinical trials. Three consecutive

production lots were proven to be consistent wth
regards to the reactogenicity and imunogenicity
profiles.

ON the following study, we wll see
conparative data of Twinrix wth its nonoval ent
conponent s. Twinrix was admnistered to one group,
and the other group was given Havrix and Engeri x-B.
You will also see the overall antibody responses to
Twinrix in all studies. Thirdly, you will see data
on the persistence of antibodies followng Tw nrix
conpared that | asts |ong enough to the persistence of
anti bodies followi ng Havrix or Engerix-B. Final |y,
we reviewed data to investigate if conmbining the A
and B antigens causes interference in the generation
of anti bodi es agai nst these two anti gens.

There were 893 subjects in consistency
trials. Al trials were double blind and subjects

were random zed to one of three groups adm nistered
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on of three production lots. On the handouts, you'l
see the actual date for the A and B conponents. You
can see that the nunbers are remarkably simlar for
al | three |ots. In fact, for hepatitis A
seroconversion was close to 100 percent at nonth
seven and GMIs were in the 5000s in all three |ots.
A reference rate of 95 percent seroconversion to
anti-HAV was used. All subjects in the analysis were
A negative before the intervention. Ser oprot ecti on
for hepatitis B was defined as the percentage of
subjects who were sero-negative before and achieved
10 units or higher after Tw nrix.

A clinical equivalence limt of ten
percent was used. Seroconversion to hepatitis A,
seroprotection to hepatitis b and the GWIs induced
for both anti-HAV and anti-HBs were shown to be
statistically equival ent.

The next slide shows data from the
conparative trial in which 773 US. subjects were
enrolled. The aimof this trial was to study whether
Havri x and Engerix-B as conpared to Twinrix would
produce simlar reactogenicity and inmmunogenicity
profiles. This was an open-label trial and subjects

were random zed into two groups. One group received
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Twinrix and the other group was adm nistered Havrix
and Engerix-B conconmtantly. The objectives of the
trial were conparative safety and i nmunogenicity.

The overall conpliance for the 773
subjects was 99 percent, indicating the nunber of
subj ects who returned diary cards. Half of them were
40 years of age and older and half were between 18
and 40 years of age. There were nore fenales than
mal es in both groups, but the ratio of nmale to fenale
was simlar in both groups.

In this slide local reactogenicity data
in the US trial are shown. Soreness was reported
with a frequency of 38 percent, of which only 0.5
percent were grade 3. The results on giving Havrix

and Energi x-B together resulted in a higher percent

of sorenss, 46.1 percent. The nunbers speak for
t hensel ves. Redness was quite low but simlar in
both groups. Swelling was also quite low, and

Twinrix seens to induce about one percent |ess of
swel |'i ng.

As for general reactogenicity, headache
and fatigue were the nost comonly reported synptons.
There were slightly nore reports of headache wth

Twi nri x. Fatigue was also a little higher. Q her
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synptons such as nausea, diarrhea and vomting were
simlar in both groups.

GMIs and seroconversion to hepatitis A
were higher followwng Twinrix than after Havrix and
Ener gi x- B.

At nonth seven following Twinrix, sero
protection to hepatitis B was 95 percent, which is
what we see as our wusual value for Engerix-B.
Antibody titers, were slightly lower than wusually
achi eved because half the subjects were 40 years of
age and ol der. On separating the data into those
ol der and younger than 40 years the younger subjects
had higher titers than those 40 and ol der.

N nety-two percent of subjects were
protected against both A and B if given Havrix and
Energi x-B separately; however, ninety-five percent
wer e pr ot ect ed agai nst bot h di seases when
adm ni stered Twi nri Xx.

The next slide shows overall antibody
responses to Twinrix in the 1,551 subjects from whom
all blood sanples could be analyzed at nonths one,
two, six and seven. Seroconversion to hepatitis A
was 100 percent and the GVI was very high, 5, 000.

N nety-nine percent of subjects given Twinrix had
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sero protection to hepatitis B, with GWI' close to
4,000. Twinrix appears to induce i munogenicity that
is as good as, if not a little bit better than the
conponent nonoval ents.

Ve st udi ed ant i body per si st ence.
Subj ects who had been enrolled in previous trials
were requested to return for yearly blood dranws. A
total of 129 subjects were available for analysis at
nmont h seven. The two graphs denonstrate that the
decline in antibody titers followwng Twinrix was
simlar to that followng either Havrix alone (2
lots, 2 lines) or Energix-B alone (2 lots, 2 lines).

So the antibodies persistence seemingly is simlar
| evel s.

The followi ng slides address the question
of whether there was interference in antibody
generation due to the conbination of hepatitis A and
B antigens. Trials fromour data base were sel ected
if the sanme investigators from the sane sites had
performed earlier nonovalent trials, so that data
collection and study conduct occurred under simlar
ci rcumst ances.

In this slide, the top row indicates

clinical devel opnent. First Havrix was adm ni stered
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alone, followed by Havrix and Energix-B given
concurrently. Next, we syringe-nmxed the two
nonoval ent s. Finally, Twinrix was fornmulated.
Havri x alone induced titers in the range of 4,000s.
Wen A and B were given concurrently in opposite
arns, titers were in the same range as Havrix al one.
Wien both were syringe-mxed, titers were higher
than Havrix al one. Finally, Tw nrix induced high
titers. The set of results is indirect evidence that
there is no interference on conbination.

For hepatitis B, again the sanme plan:
Engerix-B alone, Havrix and Engerix concurrently
adm ni stered, next syringe-mxed and then Twi nrix.
There are outliers, values 10,000 and 1,000, which
are not unusual for a hepatitis B response.

Si nce t he seroprotection agai nst
hepatitis B is 10mIUnL, all values are well above
that value. Wwen Energix-B and Havrix were given
concurrently the titer ranges from the 3,000s and
4,000s (MUWnL). Wen syringe-mxed titers are close
to 4,000 so it's in the sanme range. Wien Twinrix is
adm ni stered alone anti-HBs titers were still higher.

The followng is ny last slide on the

product profile. The final question we asked
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ourselves was, "How functional are the antibodies
produced? For anti-HBs we were not able to devise a
test to answer these questions, since there is no
uni versal ly accepted test currently.

For anti-HAV, we showed that neutralizing
antibody titers were simlar to the titers tested by

ELI SA. The sanme correlation was perforned with a
Twi nrix study. Once again neutralizing titers
simlar to ELISA were produced. Lastly, we picked
two epitopes raised nonoclonal antibodies against
them (which are shown here) and they appeared to be
simlar to the values of those nonocl onal antibodies
which I am showing as data here. Twinrix and Havri x
seem to induce antibodi es against the sanme epitopes,
in a simlar order of magnitude, thus confirmng the
functional and neutralizing quality of the antibodies
rai sed agai nst Tw nri X.

Let us take a step back. Twinrix is
safe, has an acceptable reactogenicity profile and it
performse very well in regards to inmrunogenicity.
What does this nean? W |like the fact that you
reconmend hepatitis A for the forces. The question
nowis, "ls there a particular reason that you should

consi der addi ng hepatitis B?"
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Consi der that perhaps the situation for
the armed forces is not the sane as when policy was
made a while ago. You know about this far nore than
| do. Fromthe news | glean, it seens evident that
forces are called in to serve in situations now that
are not purely active conbat. Peacekeepi ng or
hurmani tarian relief often demands that forces have to
be deployed where hepatitis B is endemc. Al it
takes for HBV to be transmtted is the presence of
infected blood or body fluids, and a cut on your
skin, a break in skin continuity or an abrasion.

Consequently, many of these infected
individuals wll becone chronic carriers who are
passing the disease on. Eventually they wll becone
quite sick and be noved from active duty into the VA
system

The next slide shows a few quick
statistics on hepatitis B that you probably already
know. Ten percent of those who are infected are at
risk of becomng chronic carriers. Twenty-five
percent of them progress to chronic l|iver disease.
Persons with chronic HBV infection are many tines at
hi gher risk of getting hepatocellular carcinoma, wth

about a five year survival rate for HCC. (One article
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states that the tinme to cirrhosis in patients wth
chronic active hepatitis is five years.

There is also nore recent data on co-
infection of hepatitis A with hepatitis C this can
be potentially deadly, wth fulmnant hepatitis.
There is also one paper showing that co-infection
with hepatitis B and C seens to produce an enhanced
cytopathic effect.

The last bullet on the slide is sonmewhat
intuitive. There is already |iver danage from one
infection (wth hepatitis C) and one does not wi sh to
pl ace the patient at greater risk with fresh hepatic
i nfections.

Here are sone data that | got from Dr.
Schiff who works at the University of Mam.
According to him in a study that was done across the
US in the VA system on two days, eight to 10
percent of those tested have hepatitis C

To conclude, it seens to make sense to us
at SmthKline Beecham that the arned forces should
be protected from both vaccine-preventable hepatic
di seases. As you have already seen, the safety
profile of Twinrix is conparable to well-accepted

nonoval ent vacci nes, and the imunogenicity profile
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vacci nes. Thank you.
"1l be happy to take any questions.
DR PERROTTA: Thank you, Dr. Abraham
Are there any questions?

Davi d?

268

ent

CAPTAIN TRUWP: Yes, Captain Trunp. Just

one question. On the US trial you nentioned

Havrix. Cdarify for nme, you're tal king Havrix 1440 -

DR ABRAHAM  Yes.

CAPTAIN TRUWP: -- at zero and
nont hs.

DR ABRAHAM Correct.

CAPTAIN TRUWP: Kkay.

DR ABRAHAM Plus 720.

CAPTAIN TRUMP: R ght.

Si X

COLONEL ENGER Do you have thinerosal

in Tw nrix?

DR ABRAHAM VW have trace anounts
the bul k of the hepatitis B antigen.

COLONEL ENGLER  So the final product
mai nt enance Hep B or --

DR ABRAHAM Yes, the final product
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a trace anount.

CAPTAIN TRUMP: But you have to be 18?

DR ABRAHAM 18 and above. Yes, it's
an adult product.

DR PERROTTA: Dr. Misic.

DR MJSI C You presented data to say
that you have this licensed in 12 countries, but you
didn't show any post marketing surveillance data for
this product in those countries. Coul d you conment
on that?

DR ABRAHAM Yes. W do have plenty of
post marketing-surveillance data. | didn't bring it
al ong. | think generally the idea is that we don't
see anything in Twinrix that's different from Engeri X
and Havrix, and in fact we haven't seen quite as nuch
as Engerix probably, because Twi nrix has been nuch
nore recent. But if you would |ike the actual data,
we could send it to you. Wuld you like ne to send
it to you?

DR MJUSIC. Let ne talk to you about that
afterwards.

DR ABRAHAM  Ckay.

DR PARENTI: |Is there a particular issue

that you're | ooking for?
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DR MJSIC. | just wanted to know why it

was m ssing.

DR PARENTI: Cnh, all right.

DR PERROTTA: Anything el se?

Ckay, thank you, doctors for com ng. I
appreci ate you taking your tine.

Anybody who is taking a l|ook at your
watch will know that we're not going to finish as
suggested, so let's do the best we can in asking
pertinent questions and staying on tine.

Up next Ms. Linda Canas, Canas, help ne,
Canas, is back from Brooks Ar Force Base, from ny
hore t own.

M5. CANAS. Thank you very much. ['Il be
tal king about influenza surveillance, a program
that's been going on for sone tine. And as you are
well aware the Departnent of Defense recognizes that
the trivalent vaccine is the single nost effective
way to prevent influenza illness in our troops, and
that's true if the vaccine matches the prevailing
strain. So it's in everyone's best interest that we
take advantage  of any kind of surveil |l ance
opportunities that we have.

Now, just to give you a real broad
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overview of how this program works, sanples are
collected from patients neeting the case definition
at our sentinel sites. They use collection kits that
we provide and they're sent to the |aboratory at
Brooks Air Force Base. Usual ly this happens by
Federal Express. W work them up as a virology
speci nmen, report anything we get back to the base as
a patient report. Plus by electronic nmeans we notify
the public health officers so they know what's goi ng
on in their |ocation. Sel ected isolates then are
antigenically sub typed in our l|ab, shared with CDC
and now we' re al so doi ng nol ecul ar sequenci ng.

Now, just to give you an idea of what the
scope of this program is that we're tal king about,
this is presently the sites that we're either
receiving or expect to receive sanples from this
year. And we don't just take stars and throw them up
on the map and see where they |land, we actually have
sonme very definite criteria.

W' ve selected sites, one of them is
training centers, and those are individuals that are
comng together from a variety of different
| ocations, at the sane tinme are wusually crowled

toget her, probably living and working together, and
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they could be bringing their owm virus. And in this
environnent we want to nake sure that we identify a
respiratory outbreak very quickly and identify any
influenza that mght be there. A special note here
is we've been doing Lackland A r Force Base all
along. Qur's is an etiologically based program

Geg Gay who spoke a little bit ago,
works with the respiratory di sease program popul ati on
based study. So beginning this year Lackland is
going to be sending all of their specinmens to NHRC
And now the two arns are different. W' re doing
etiology, Geg is doing population base, and his is
doi ng a very defined population. It was nice to know
that his graph, or even the graph that | have that he
has, but you can see that his has been mainly an
adenovirus in the recruit popul ation, where our's has
been nore of the influenza.

Anot her category are those -- well, we
have one on location. The mssion here is those are
nore strategically located. Usually they're overseas
in Asia where the prevailing theory is that the new
emerging strains wll originate. Also these are
i ndividuals who will probably be deployed in and out

of areas that are strategically inportant. So we
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have a very heavy enphasis on this particular
| ocality.

And | seemto have skipped over one, and
that's the ports of entry along the coasts. Each of
the coasts have bases that we have individuals,
whet her they be active duty or tourists who are
comng into the country may well have been in an area
where they' ve been exposed.

And then we have what we call our speci al
sites, and this has becone a very exciting part of
the program and we're taking advantage of the fact
that the Arny and the Navy have research labs in
renote areas of the world. And generally these are
areas that are under-surveilled in the world health
organi zation, so we're noving in and adding our
protocols sonetines that are existing to collect
febrile respiratory illness sanples. W are
routinely receiving sanples now from the Nepal and
Thai l and, and in South Anerican from Peru, Argentina,
Ecuador, and this year we'll add Bolivia.

| have added to your handout at the end
of ny slides, a list of those clinics in those
various areas so you'll have an idea of the diverse

popul ations and clinics that we're servicing in these
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ar eas. This has been very valuable in our
surveil | ance program

Now, what do we get fromall of this.
W got all these sites out here, what is it to our
benefit? If we group them now geographically and
| ook at the specific, this particular year which was
this year, we started out in Decenber, these were the
first isolates we have in influenza. It was a late
year, we really didn't get going. GCenerally we start
out our first isolates cone from Guam and Andrews Air
Force Base, but this year they were from Gsan. And
also they started out as A Virtually all the As
this year have been A/ Sydney H3N2. There was a group
fromthe Yakuska Naval Station that we got a group of
HLNls, so those were interesting. And all of these
sanpl es besides the fact that we do sub typing, we
share these with CDC.

The other problem we're having right now
is we know that influenza V/Victoria is over in Asia.
It's sitting over there and hasn't noved and
everyone is a little nervous about when it is going
to nove. So there was a heavy enphasis on keeping
track of the Bs. W sub typed 42 from this area,

they have all been the B/Beijing 184 which is the
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vacci ne strain.

From Europe we've got or first peak of

Bs. They started comng late in the year and noved.

W got them first out of Germany and the UK and

before we were able to see them over in our country
in the United States. And in the US we've listed
the bul k of our specinens. Most of them cane from
here. W pretty nmuch mrrored what everyone el se was
seei ng. The nost significant outbreak we saw was
this year in March fromthe Air Force Acadeny. Just
before spring break there was an outbreak of
influenza B in that population. Al of these typed
out as B/Beijing.

So our year, don't worry too much about
this. Wat | want you to notice here, we do have
nost of these colors A and B, B influenza, but there
are a lot of other colors here that are represented
in this graph is other respiratory viruses, and we
report anything that we get and that's just to show
you there are a variety of different viral isolates
which of course is what inpacts on people's
perception of how well the vaccine may work for them

Twenty-five percent of the isolate specinens we

work up are positive for sone kind of a virus.
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But if we focus just on influenza we can
see that we have a peak, it was a fairly dramatic
peak in January. It was actually at the very end of
January of influenza A, and then we started up again
with our peak of B, and the real difference this year
that we haven't seen before is this late sumer peak
of influenza A W had just finished working
out breaks out of Panama and at Lackland Ar Force
Base.

The Defense Language Institute there
where they train foreign students, this group was
from Puerto Rico, they identified an influenza using
one of the rapid tests and called us, sent the
specinmens to us and we were able to quickly isolate
themin tissue culture and assure themthat they were
a vacci ne strain. None of these particular students
had been vacci nated. I ntervention neasures were
started immediately, the disease did not get out of
this particular student population, which is very
good for the community.

This is just an overview of sonme of the
outbreaks that we had this year. | nentioned
Lackl and. And there was a cruiser the Navy reported,

in one neeting | called it a cruise ship, it was a
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crui ser, and they |aughed too. They reported that 80
to 100 out of the 300 individuals on board were
showi ng respiratory illness. They sent us 11 sanples
and we recovered three isolates, all of those being
the A/ Sydney H3N2. They were able to find out that
t hese individuals had not been vaccinated, they had
in fact fallen through the cracks.

Now, sonme of the things that we, from
| ooking back on this year, it was definitely an
i nfl uenza vyear. O the nearly 20 percent of the
i sol ates were influenza, and 72 percent of those were
i nfluenza A The vast majority of those were H3N2.
And this is a little bit of a nervous point too
because this has been true for the second year now,
and there is nothing on the horizon that should alert
us that we have another influenza comng in and that
will be the conponent for the vaccine next year.
H storically no virus had predomnated for three
years, and this will be the third year for A/ Sydney,
so we're watching it very closely.

The Beijing was the only B subtype, and
as | nentioned we're watching it very closely too,
but so far that's what we've been seeing everywhere.

There were a few Hls that | nentioned
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that we got out of Yakuska. W also got sone Hls out
of Peru. And a subset of those were variant. The
CDC tells us they' ve only seen twi ce before, once in
LA last year and once in LA this year. Since, |
think there has been one in San D ego also. So these
Hls, there are very few being seen around the world.

There's sone thought that perhaps the HL is going

away. There are still low level indications and
we'll certainly watch all of those isolates very
cl osel y.

To ny mnd the biggest success of the
program this year is the recognition of what we can
do. There have been twice, two times now that we've
been contacted by CDC of reported outbreaks in renote
areas, but they have had no access to specinens.
Both tinmes we've been able to contact people on site
and to get specinmens fromthem

The nost dramatic exanple recently was in
Panana. They said that they had this reported
out br eak. | called the lab officer at Howard Ar
Force Base, they were in the |ast weeks of closing
t hat base and he told nme he wasn't even sure they had
i ndividuals who could collect viral specinens. But

in fact they did, they collected 24, had them shi pped
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to us, we isolated the virus, sub typed them as H3N2
and shipped themoff to CDCin a two week tine frame.

The sane thing happened in Nepal earlier
in the year. W did not recover any influenza from
t hose sanples, we got sone Para 3. But we just two
weeks ago got a |arge shipnent of incomng from Nepa
from sanmples that were taken from WMarch through
August, and we have 50 sone isolates when | left them
last Friday wth a last |ook, and those have been
sent to CDC as soon as we have the isolates, so that
they can gain any data they can for the vaccine
neeting that wll be neeting next week for the
sout hern hem sphere.

And that was one of our high points too.

For the first time the Departnent of Defense was

asked to report directly to the Vaccines and Rel ated
Bi ol ogi cal Products Advisory Conmttee nmeeting on our
results. And certainly our data has been used in the
past because we have shared our information with the
CDC, but we actually presented in person. And the
scope of our programis inpressive.

And what we reported mrrored what the
rest of the countries were reporting, and that was

important, but what seened to create the nost

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

280

exci t ement and  what generated the discussion
afterwards was the fact that we have a very unique
popul ation and it provides us with an opportunity to
| ook at vaccine effectiveness.

W have a diverse population, both in
denogr aphi cs and geogr aphy. W require them to be
i mmuni zed and we can track that. So this was the
question, can you look at this as a whol e popul ation
and help us decide how effective in any given year
this vaccine is? Can we use this information? 1Is
that really possible? And of course the unspoken
caveat in there is, with existing resources and that
we actually can get at the data that we know we have.

So where we're going to start trying this
year, we have been trying to match this up in the
past. W've tried to match up our positive cultures
with the patient vaccination status. W were able to
do that with 60 percent of the cases this past year.
Once place where we really were able to use it was
in Gsan, there was an outbreak there. W determ ned
that 89 percent of the cases were in the active duty
popul ation, and in fact 83 percent of those
i ndi vi dual s had been vacci nat ed.

W' re going to identify a randomy
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controlled group that we wll now do vaccination
status with those individuals and then hopefully be
able to do the vaccination status of those with a
positive culture result. It takes an awful |ot of
man hours and searching to get this vaccination
status. It is totally dependent on the |ocal bases,
updating the records in a tinely fashion.

W' re goi ng to t hen t ake t hese
breakt hrough isolates, the ones that we know are
isolates from a person who has been vaccinated, and
we're going to do some nol ecul ar characterization of
those viruses. W're going to sequence them can we
tell sonmething from the sequence that may nmake it
obvious that there is a difference from the vaccine
strain?

W just sequenced a group of isolates
from the Lackland study, the DLR students, and they
all are exactly alike as we would expect. The next
step will be to conpare those with the vaccine strain
and with the Panama strains. Panama was having their
outbreak right about the sanme tine, so that's the
next step in studying fromthat group. The nol ecul ar
work is the new part of our study, and we want to see

what it is we can identify with these. And we are
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working with CDC so that we're not doing the sane
ones. The plan is to share the information and
establish a library of the sequences of the various
flu around the worl d.

And as everybody does now we have our web
page. This actually isn't available yet, but we
expect to be a link fromthe CGEI S page which has been
funding this program and also our own web page at
Brooks Air Force Base.

And just to summarize, those of you who
know nme know |'ve used these slides before, and one
of the challenges with influenza is we just never
know what to expect. And here it is now in the
m ddl e of Septenber and we have no clue what kind of
season is ahead of us. W know that's a fact because
we have data from past years. W've put together a
series of slides from'92 to show the personality of
each influenza years. | just want to quickly go
t hrough those for you

W used to have years |ike that. Thi s
was when we first started seeing the B comng |ate,
and this past year, okay, so that was this past -- oh
that was from our special site, those flus that we

got from Nepal and South Anerica. And those are a
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little difficult to analyze the way we've presently
done them because the collection tine and the tinme we
cul tured themwoul d be so far apart.

W think this is a good program it's
given us a lot of valuable information over the
years, and as nore and nore bases we've tried to
become nore responsive to the bases. One of the
things we want to do wth this web site is to give
mont hly updates on what's going on, we would like to
tune into it. And we're also wanting to do base
specific reports so they can tell exactly what they
are doing and how it fits into the total picture of
what's goi ng on around the worl d.

| talked to ny peers and they say oh
they've had a light year, they' ve had an A year or a
B year, well that's in ny mnd |ike, you know, what
part of the elephant did they touch. Qur's is a
worl dwi de program and we're trying to see what
happens t hrough the whol e year.

Are there any questions?

DR PERROTTA: Any questions for Linda?

Art?

DR REINGOLD: | think your study |ooking

at influenza isolates 1is interesting, and the
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question | had is about the case control study. Can
you tell ne what proportion of the mlitary is
vacci nat ed?

M5. CANAS: The A r Force reports 90
percent of the population is vaccinated. | don't
know t he ot her services.

DR REINGOLD: (Qbviously -- vaccinated we
won't be able to use these --

V5. CANAS: Yes, it's verifying, we say
90 percent, but we want to verify that they have,
that's the probl emwe have.

DR PERROITA: O her questions?

Ckay, thank you, Linda. | hope we're
getting sone rain at hone.

Next the Mlitary I D Research Program
Col onel Charl es Hoke.

Wiile we're waiting, board nenbers and
guests are rem nded that we start at 7:30 tonorrow
That's in the norning. W will take attendance. And
board nenbers and others, would you |like to go to
di nner this eveni ng?

Geg, are you available? Sue, any
probl ens?

COLONEL HOKE: Thank you very much. I
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very nmuch appreciate the opportunity to address the
boar d.

The MIlitary Infectious D seases Research
Program of which | amthe manager, is farther up the
pi peline than sone of the things you ve been hearing
about. W basically are working to devel op products
for problens for which there are not very good
sol utions yet. And | think it's a good idea to
periodically talk with the board, we haven't had the
opportunity to do it in a nunber of years, to let you
know what things m ght be expected.

Qur mssion is to conceive and inpl enent
focused and responsive infectious diseases research
and devel opnent for the Departnent of Defense |eading
to effective technology for protection and treatnent
of the warfighter in nedically hostile environnents
to nmaximze operational capability of depl oyed
forces. W're virtually constrained to work on
things that are not |icensed.

The obviously infectious disease threats
hardly need any definition here, endemc or newy
energing, capable of influencing the outcone of
mlitary operations by produci ng excessive norbidity,

norality, norale disturbance or consunption of
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resour ces.

The program is a joint service program
The Arny is the congressionally directed | ead agency.
And the research devel opnent, testing and eval uation
is directed by the comanding general of the U S
Arny  Medi cal Research Materiel Conmand at Ft.
Detrick, formerly MRBC, it's now called MRMC

The basic research for which | am
responsible is carried out, is managed by our program
of fice and coordinated with the group that tests the
products that are invented, which is USAMVDA e
call that advanced devel opnent. W proceed with a
solution, invent it, and then they test, they
organi ze the testing, which is coordinated in part
because it's the same scientists that end up doing
bot h.

Qur work is conducted at Arnmy and Navy
labs by Arny, Navy and Air Force mlitary and Arny
and Navy civilian scientists. Departnent of Defense
over si ght is provided by the Arnmed Services
Bi onedi cal Research, Evaluation and WManagenent, or
ASBREM Conmittee which is chaired by the Director of
Def ense Research & Engineering and the Assistant

Secretary of Defense for Health Affairs. The JTCG 2,
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which is Joint Technol ogy Coordinating G oup,

provides joint service input to this program

There are lots of stakehol ders. W get
mlitary requirenents from the AVEDD Center and
School, and TRADOC the Navy Bureau of Medicine, from
the Air Force, and we certainly get input from the
Ofice of the Joint Chiefs of Staff, the nedical
branch there. The coordination, as | nentioned, is
through the ASBREM which |ooks out for all the
servi ce needs.

Qur funding conmes from Arny S&T, Science
and Technology funding, and advanced devel opnent
funding cones from a different part of the Arny,
| eading to enornous anounts of confusion. Ve get
funding fromdifferent places and |I'm not sure these
people talk to each other. The Navy provides sone
overseas |lab funding for overhead types of issues in
the overseas |abs. And | nentioned about the
staffing and other matters. So we live in a very
conplicated environnment trying to please lots of
peopl e.

W have a budget of about $52 nillion
each year. After everybody, this is after everybody

has taken their taxes, that's what's left to
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distribute. And you can see that a | ot of the noney,
about half of the noney is for infectious diseases
research, 27 percent for HV, WRAI R overhead gets
about a quarter, and we have sone @il f War noney for
a study of |eishmani asis.

Qur facilities are worldwi de, and in fact
a nunber of the itenms that were nentioned in the
previous talk have actually been piggy-backed on the
avail able laboratories that the MIlitary Infectious
D seases Research Program has supported for many
years. Qur principal facilities are here in this
area, here in the Washington area. WRAI R and NVRC
the Research Center have been co-located now in a
single and beautiful new | aboratory facility not far
from here in Forest den, Maryland. USAVRIID is at
Ft. Detrick, and we have a small effort there which
requi res high contai nnment.

The Navy has a lab in Peru, and in Cairo
and Jakarta. The Arny has labs in Thailand and
Kenya. And it's this lab here that has a lot to do
with collection of the specinens in Nepal that were
nmentioned. Each of these |aboratories you m ght say
branches out to the areas around the |aboratories,

and in one recent |ab comanders' neeting we had

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

289

epi dem ol ogi cal reports from many of the countries
surrounding our |aboratories, and so you see we can
get information from a large nunber of tropica
countri es.

Now, how do we prioritize our work? One
thing we do is we look at past mlitary engagenents
where different kinds of diseases have been either an
i mportant consideration or actually have manifested
t hensel ves as significant epidemological problens.
And one can see diarrheal disease, a repeated thene.

Dengue, a repeated thene. Hepatitis, going back
sonme years. And nalaria as a repeated thene. And we
integrate this information along wth sonme other
information like this about soldier's lives and the
different kinds of risks that affect mlitary people
at different points of tinme in a mlitary career.
This is just one of many ways of sort of parceling
out the conplicated infectious diseases problem to

determ ne what you mght feel is inportant.

There are nmany diseases here. You can
see them The ones that | have shaded in bold face
are the diseases that we are still working on in our
pr ogram A nunber of these diseases, influenza,

adenovirus for exanple, we've played sonme role on in
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the past and we don't have them actively in our
research program now. | should have bold faced HV
because we do have a very active programthere.

As solutions are found, for exanple for
hepatitis A we heard about Twinrix, and | always
like to take every opportunity that | can to nention
that the hepatitis A vaccine was in fact invented at
the Walter Reed Arny Institute of Research. And the
mnute the SmthKline vaccine was |icensed, people at
Ft. Detrick called me when I was in the |aboratory
and asked for all the noney back, so that's the way
t he DOD noves on fromone thing to another.

So our program then for FYO1L is
prioritized like this. Qur principle effort is in
mal ari a vaccine research and in drug discovery, and
then the prevention of diahrreal disease, flavivirus
vaccine research, and this is mainly dengue. And
di agnosti c systens, our principal interest here is to
be able to develop a system where say |arge nunbers
of individuals in a deploynent who appear to have an
infectious disease which mght be a naturally
occurring infectious disease or mght have been
i nduced by biological warfare, there needs to be a

way to sort these out because they obviously have
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very different political inplications. So we have a
joint program with the biological defense people to
devel op a common di agnostic system

Mal aria Genone contributes to these
progr ans. I nsect vectors are inportant for nost of
t hese di seases. Hepatitis virus vaccines,
nmeni ngococcal vacci ne research, research on
henorrhagic fever and other highly lethal viruses,
rickettsial diseases, |eishmania research, and HV,
and that's funded separately so this really doesn't
reflect its priority to us.

However, for these diseases above it,
these prioritized places are very inportant because
we can't afford to do everything and each year our
budget gets squeezed a little nore and a little nore,
and the people at the bottom of the |ist get cut.
For exanmple in this year, | should say in FYOO we
unfunded our I|eishmania research, and in FY01l we
don't have the noney to support rickettsial research
or henorrhagi c fever viruses research any nore.

W' ve had a nunber of successes, and the
next two slides will show you both vacci nes and drugs
that have cone out of our program The Japanese

encephalitis and hepatitis A vaccines, and | won't
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call adenovirus a success because we know that's a

m serable situation right now, but originally it was

a success for a while. In IND, we're working with

SmthKline on RTS, S vaccine, and we al

p. fal ci parum DNA vaccine which is in | ND
W have the world' s first

flexneri, a successful vaccine protect

chal | enge. Canpyl obacter vacci ne and ETEC

so have a

shigella
S agai nst

and we're

working with conpanies that have H 'V vaccines and

ot her vaccines are further up the pipeline.

A nunber

of drugs have cone out of the program halofantrine

and Mefloquine were both Arny inventions. And

tafenoquine is the nost recent nmalaria drug which

SmthKline is devel oping. It was an Arny drug and

t hey have taken it over and have recently
accel erate the devel opnent process.

Now, just to give you an idea,

decided to

how do we

manage the progran? | wanted just to say a few words

about that. We have about 250 scientists, 1,000

enpl oyees in many |labs that | nentioned,

around the

world, and all of them have a shrinking budget and a

long list of things to work on in a very highly

conpetitive environment. You may not know this, but

we don't conpete in a nedical arena for our funding.
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W actually conpete against tanks and jeeps and
weapons for our funding. And they covet this noney
very much, and so we have to nmmnage it very, very
tightly.

And we have a web based interactive
program for specifying objectives in our program
of fice and devel opi ng t hose obj ectives into
solicitations by our |eading experts, we call them
research coordinators. Then we post those as we're
doing right now, our solicitations, for internal

research proposals that the our investigators devel op

and subm't with their | aboratory conmmander's
approval. Qur programis entirely peer reviewed. In
"0l we'll start that. That is a huge culture shock
for our scientists but |I think they will be better

off for it in the long run, although they remain to
be convinced that that is so.

W have internal steering commttees that
prioritize the science that needs to be done, and we
then conplete the budget plan and present it to the
conmandi ng general for his approval. This whol e
process takes over a year to develop our plan each
year, and then we distribute the funds to carry out

the research on behalf of the Departnent of Defense.
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And this is how we invest the dollars that we have.
|'ve told you what our priorities are, but the
mal ari a vaccine for exanple gets $5 mllion, and the
rest of these things, and I won't go through themin
detail, and that funds 20 individual ©projects.
D arrhea stands out here as having a |arge nunber of
projects with a slightly snaller budget, but they
just divide the pie up into smaller slices.

The kinds of research that we are doing
is not basic work. VW are very applied. For
exanpl e, our largest single nunber of projects is in
vacci ne discovery. Drug discovery is another |arge
nunber . The epidem ology we conduct is principally
to identify study sites for using our vaccine for
testing the vaccines and drugs that we devel op. Most
of the work is done at WRAIR and NMRC, and these are
the overseas labs wth progressively less fewer
pr oj ects.

Now in FYOO this figure actually shows
the kinds of transitions that we do. M/Ilestone zero
is when we identify a project product, and m | estone
one is when we hand it off for advanced devel opnent.

And these products over here are the sane as you saw

before that are already in advanced devel opnent. And
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we use this slide just to show the general what we're
doing with the $50 mllion each year. So we expect
we wll transition vaccines for shigella and we're
working to put everything together into a polyval ent
vaccine for diarrhea, and you can see the rest of
these in your handouts. They're truly just to show
you the progress that we expect to have and where we
expect to be by the end of the fiscal year. | won't
go over these in detail.

Recent acconplishnments that we've had is
the testing of the RTS, S vaccine, which was able to
protect against the malaria challenge and was the
first vaccine that was able to do that. That was a
huge m | est one.

Qur Navy people at NVRC, Dr. Kaufman,
have worked with a conpany that developed a DNA
vaccine for malaria which has not actually really
been shown to protect against challenge yet, but has
been shown to stinmulate T-cell imunity to nal ari a.

The sane group has been very aggressive
in ternms  of sequencing the malaria genone.
Chronmosonmes 2 and 14 have been finished, and 2 has
been published, 14 had been posted on the web. And

there was an article in Science this past week which
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utilized this information from the chronosone 14 and
identified two additional, two new targets for
mal ari a drugs fromthat sequence data. And of course
that's the notive for getting that sequence data out.

| mentioned about the tafenoquine and we
recently are conpleting a very good trial of a
mal ari a di agnostic device which we hope will neet FDA
|'i censure standards.

| nmentioned about the shigella vaccine,
that's worked out fairly well. That's now in
clinical trials in a nunber of places, particularly
i n Bangl adesh.

HV field trials are imm nent, particular
in Thail and. And we also have a group working in
Uganda on those. An HEV vaccine is recently being
transitioned to advanced devel opnent. W are excited
about that and hope that our conmercial partner
continues their interest. Dengue vacci ne has been
transitioned to advanced devel opnent, and we have a
DNA vaccine candidate as well, and we have a very
exciting candi date hantavirus vaccine that's based on
DNA t echnol ogy.

There are a nunber of issues inpacting on

our program | nentioned about our planning through
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the interactive website. This is actually, everyone
has a website, this one has been mentioned, but the
concept of al | these 1,000 people and 250
investigators being able to participate and jointly
develop their proposals is actually one that | am
very excited about. It's really, it represents a
huge acceleration for us.

The technol ogy area revi ew and assessnent
that is conducted each year has identified that we
have significant manpower probl ens. Most  of our
infectious diseases officers are beyond 20 years of
active federal service and wll doubtlessly be
| eavi ng soon. W' ve lost three in the past two
nonths, three of our 18, and so our manpower 1is
shrinking. W haven't hired any civilians or hardly
any to speak of in about ten years at WRAIR and so
the enterprise is threatened in that way.

W've been instructed to review the
inmpact of CRDAs on the program Col | aborati ve
research and devel opnent agreenents are a very

powerful tool, they bring you noney, usually not very

nmuch. Sone scientists are put into the lab by
conpani es, and you do identify a potential
manuf act urer. But from the DOD point of view,

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

298

although all these things are wonderful, what you
| ose is you | ose control over the product conpletely.
And if a company decides that it isn't any longer in
their interest to work on the product, it wll be
dropped, you know, and it wll be dropped instantly
and we'd be left with nothing. So we're |ooking at
the pros and the cons of these CRDAs.

W recently have been requested at the
CsD, Ofice of Secretary of Defense, |level to address
budget shortfalls. | found out that when high |eve
peopl e ask you to tal k about budget shortfalls it's
not that you have a wonderful sort of tooth fairy up
there that is going to give you sonething wonderful,
what it actually nmeans is you really antagonize
everybody in between who it is inplicit that they
didn't give you enough noney. And | thought this was
a great opportunity to inprove the program funding,
but it actually didn't work out quite like | had
hoped.

Because of the funding inpact, the
funding detrinments and taxes and things that |
menti oned before, we have been forced to termnate
funding of nmany of our research prograns. And t hey

are the lowest priority prograns in ternms of their
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clear potential for inpact on mlitary operations,
but nevertheless it hurts.

So in summary, we have a worl dw de joint
Arny and Navy and Ar Force actually research
program uniquely focused on protection of the
warfighter. W have a dynam c process to focus and
refine objectives, and we're highly leveraged with
i ndustrial partners.

That's really all | wanted to say. I
just wanted to give you that quick overview e
woul d certainly be happy to cone at sone tine when
we're not so late in the afternoon and talk to you
about specific drugs and products, but | don't think
this is the tine to do that. So if there are any
qgquestions, |I'd be happy to answer them

DR PERROITA: Any questions for Col onel
Hoke?

Yes?

CaL. DI NI EGA: Charl es, I notice
hantavirus is very |low and, you know, that is one of
ny pet peeves about the lack of a vaccine for
hantavirus, which is one of the biggest threats in
Kor ea.

COLONEL HOKE: Wel |, t he hantavirus
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vaccine that | nentioned to you, the DNA based
vacci ne, was a specific present for you. That work
was done entirely for you. And people will always
ask well where did we get our requirenents, who told
us to work on this, and we just keep saying that you
said to work on that hantavirus vaccine.

It's very promsing and we hope to
transition that to advanced devel opnent in the next
year, and we hope that that program won't term nate.

We have to budget realistically and tell people when

we run out of noney on that priority list, but
neverthel ess we do hope that some fix will be found
before we actually get to FYOL. VW still have 14
nont hs.

DR REI NGOLD: Actually ny question is
nmore to do wth funding than with the presentation of
Dr. Hoke. This reflects | think sone things |'ve
heard from coll eagues who work very hard in these
sane areas, and the frustration over the declining
funding for research. | wonder if that's an issue
whi ch the board should take a position on or try to
recommend or sonething. Because it seens to ne this
is a very inportant area of research which is

threatened by this funding situation. Is that
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sonet hi ng the Board shoul d undert ake?

" mnot asking you to answer, Dr. Hoke.

COLONEL HOKE: 1" m not answeri ng.
DR PERROITA: Dd we not nention
sonmething along those lines in our report, Dr.

Pol and?

DR POLAND: Let nme see how we said that.

DR D N EGA: | think that was off when
we did the report.

But |I'm not mstaken, Charles, the
previous, this recent TARA also nade that an issue
and surfaced that through their chain, that you were
under - funded and under-manned and they needed to take
a look at how to fix that also. They nmade
reconmendations to ook at it.

COLONEL  HOKE: W certainly would
appreciate any support. Technically our funding
hasn't actually gone down, but the costs of doing, as
we've shifted from kind of a basic science and
intellectual discovery to very product oriented, the
cost of good clinical practices, good manufacturing
practices is much higher, and in addition there have
been i ncreased sal ary costs and over seas

| aboratories, and other things which have actually
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eroded our ability to do things. So we do feel
constrained and there is a process within the DOD for
conpeting everything against everything and we're
about to enter that cycle for the FYO2 to 'O7 tine
frame. It's called the POM program objective
menor andum And as we go in to conpete, | would
surm se that support fromthe board woul dn't hurt.

DR PERROITA |  recommend that we
discuss it in the norning in disease control, and
should the wishes of that committee be known, that
you bring that up to the full commttee.

Thanks again, Charles. It's good to see
you agai n.

Col onel, wll you tell me how to
pronounce your nane?

LI EUTENANT COLONEL GRABENSTEI N:
G abenst ei n.

DR PERROTTA: (kay, G abenstein?

LI EUTENANT COLONEL GRABENSTEI N: Yes,

DR PERROTTA: Li eut enant Col onel
G abenstein is going to talk about AVIP, anthrax
kills, vaccinations protect, absolutely.

LI EUTENANT COLONEL GRABENSTEI N: There's
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nore on the other side.

DR PERROTTA: D d you get one?

LI EUTENANT COLONEL GRABENSTEI N: W' ve
got some extras. W've got some nore.

DR PERROITA: It's the little things
t hat get us excited.

LI EUTENANT COLONEL GRABENSTEI N: Si | ent
training aids is the technical term

Thank you very much for your tine. | was
just remarking to Colonel Diniega that when | was a
lieutenant | used to slip into the back of the AFEB
room when you net in the old building to listen to
the deliberations of the AFEB, so it's a rea
pl easure to be with you today and give you an update
on the Anthrax program

I'"d quickly like to cover and rem nd you
of the threat which is the basis for everything that
cones later, review very quickly the vaccine and the
history and what we know of the safety of the
vaccine, both historic and current, and spend tine
describing our current plans in terns of additiona
research agenda and answer any questions that you may
have.

The threat that of course the nation is
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comng to grips with, how to respond to bio terrorist
threat, but from the mlitary's perspective, as
bi ol ogi cal warfare, biological attack is the greatest
concern to us. Anthrax, one of the nost deadly
di seases especially by the inhalation route on par
with Ebola and rabies, and of course it's the spores
that constitute the hazard from an anthrax weapon
because of their stability.

W' ve had a safe and effective vaccine so
judged by the Food & Drug Administration since 1970,
and fundanmentally simlar to all other inactivated
bacterial vacci nes.

Much of the threat can be seen from the
civilian literature. You' re probably famliar wth
the August 6th 1997 review article in JAMA the
website there is the table of contents. The entire
i ssue of JAMA is available on the internet.

Irag has admtted to the United Nations

Special Commssion that it |oaded anthrax onto

weapons. Various Soviet disclosures, if you' ve not
read Ken Al abac's book Biohazard, | recomend it to
you. And the entire federal-civilian governnent

working on its own biodefense prograns for the

civilian sector, Heal th and Human Services, FEMA in
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the States, etcetera. And the web site there for
report on anthrax risk, fromthe working group of the
civilian bi odef ense.

The primary problemw th anthrax bacteria
is of course from the spores. It's a mcro -- you
know, m crobiology sufficiently | believe, and the
problemis the case fatality rates froman inhalation
di sease is the primary concern.

A federal study establishing the efficacy
of the vaccine was published by Brachman in the

Aneri can Jour nal of Publ i c Heal t h in ' 62.

Essentially 93 percent efficacy for containing this
disease in a placebo-controlled study, but wth
insufficient cases of inhalational disease to firmy
establish statistically, efficacy. Although in a
sinplistic analysis there was five cases of disease
anong the unvaccinated group, zero anong the
vacci nes. In a sinplistic exact test it's P equals
. 06.

This vaccine, the Brachman vaccine was
nodified slightly so that the culture produced nore
productive antigen and it was that nodified vaccine
that was licensed in 1970 by a conponent of N H that

is nowwithin the Food & Drug Adm ni strati on.
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In 1985 t here was publ i shed a

reaffirmation or a reassessment of the evidence of
safety and efficacy in the vaccine by an FDA advi sory
panel . That advisory panel recommended that FDA
actually revoke the I|icenses of several biological
products, but that commttee found that there was no
reason to doubt the safety of efficacy of anthrax
vaccine and it was reaffirmed at that tine, and FDA
accepted that judgenent.

So we don't have sufficient, or we don't
have sufficient evi dence  of efficacy against
inhalation in humans, but we do have aninal data.
And the nbst persuasive probably is that of Rhesus
nonkeys, and that's four separate studies that in
aggregate show that 44 out of 45 of the vaccinated
nmonkeys survived an aerosol challenge. The one
fatality was given two doses of vaccine and then
chal l enged two years |ater and succunbed.

Carl Friedlander at USAMRIID indicated to
me a couple of days ago that there is an additional
study which will add to this denom nator and ratio
stays relatively constant so that we have substanti al
pri mate nodel data for the efficacy of vaccine by the

i nhal ation route. And all the unvaccinated nonkeys
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di ed.

The vaccine is an inactivated bacterial
vacci ne. It infiltrates, so in nodern parlance we
would call it an acellular vaccine perhaps, the

princi pal conponent being protective antigen, a toxin
sub unit of the lethal toxins of the bacteria, it's
adrenal in al um num (phonetic), and given on schedul e
si x doses, zero, two and four weeks, then six follow
in 18 nonths w th annual boosters to sustain.

The vacci ne has al ways been nanufactured
in Lansing, Mchigan, although we have had a variety
of owners of that plant, along with the M chigan
Departnment of Health. This was the |aboratory where
two fenmal e pioneers of inmuninology devel oped a way
of standardi zing pertussis vaccine. The remains of
MBPI in 1995 were then sold to a private corporation
when the state decided it was not in the vaccine
busi ness, to BioPort.

Bi oPort ceased production in 1998, has
conpletely renovated their facility. They are
awaiting FDA inspectors to come in and match the
bl ueprints with the plant on the ground and perform
the period of potency safety and sterility tests on

the lots off of the new assenbly line, if you wll.
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And pending FDA's approval, we wll have an
addi tional supply of vaccine. W are currently
vaccinating with existing inventory fromthe previous
facility. The estimate upon that is early 2000, but
that's FDA deci sion.

The history of the vaccine is that it was
used with a quite small mnarket. Up until the Qlf
War there was only about 68,000 doses distributed in
that 15 year period, about roughly 150,000 service
nmenbers got a dose or two during the Persian Qulf
War, and subsequently primarily '98 and '99 greater
than two mllion doses of vaccine were distributed.

The Departnment of Defense plans a three-
phased execution of its plans to vaccinate the force.

W are at phase one now, which is to vaccinate
anybody going for one or nore days to the high threat
areas, the ten countries that you see listed there.

Phase two we anticipate beginning
pronptly after the new production |ine conmes on |ine,

so roughly early 2000 again. And that would be early

depl oying forces. And then phase three for the
remai nder . So we're in phase one now, and it wll
take us wuntil about this point to get the entire

force, active and reserve, vacci nated.
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Today we have delivered just short of 1.1
mllion doses of anthrax vaccine to approximately a
third of a mllion people. And you see the rows here
are in shot by shot about 1,200 have conpleted the
entire series, many of themare Qulf War vets. Sone
have gone out far enough in time to have gotten a
rank, but you can see obviously with the first three
doses are predom nant. | got ny second dose about
three hours ago, so if | have a |ate phase reaction
"Il be responding to it.

DR PERROTTA: Are you feeling okay.

LI EUTENANT COLONEL GRABENSTEI N: I'm
feeling just fine.

And you may know the story that we had a
vial or two that froze on its way to Europe and they
t ossed out 200,000 doses for quality control reasons,
and subsequently we have designed a state of the art
shooting system wth a variety of insulation
procedures and tenperature nonitoring procedures so
the shipping success rate is now 99. sonething
percent .

Side effects, it's an i nacti vat ed
bacterial vaccine. My coments about human effects

will be based on the Brachman study. The CDC study
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which was done wth the current formulation of
vaccine which was actually a key piece of the
licensure material that FDA considered in late '60s
and 1970. Ft. Detrick's experience with repeatedly
vaccinating workers in the biological, in the black
days, the biological offense side, and of course nore
recently, only biological defense side, the studies
from Tripler, Korea, 121st EVAC and a variety of
ot her sites.

It's not uncommon to have, you know, a
contained reaction at the injection site. There was
about one to five percent having swellings in the
three to 12 centineter range. Less than one percent
greater than 12 centineters. Significant systemc
events, this is consistent with the, if a person has
defined events as to what anount of reactions you
find, the less than one is the level fromthe package
insert for fever, chills, nausea, etcetera. The
Tripler data which said that nuscle aches is seen by
15 percent of folks, self-reported, but the nunber
mssing a day of work is considerably |ower than
that. So where do you set the threshold for how you
nmeasure these events is crucial.

Many of these injection site reactions
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cone from gi vi ng an alimagitive vacci ne
subcont aneousl y. So the folks at USAWVRIID and Ft.
Detrick are working on a study to change the route
from subcontaneous to intranuscular as well as to
reduce the six dose series to a five dose series.
The pilot of this project showed that the injection
site reactions, virtually it's fine, it's still
optimstic, but were substantially elimnated. So
this is a major item of inportance in our research
pl an.

DR HAYWDOD: Is there a correlation
between the | ocal and system c reactions?

LI EUTENANT COLONEL GRABENSTEIN Is there
a correlation between |ocal and system c reactions,
no, not in any organi zed fashion. This is primarily,
the series adverse events, I'll show you sone data on
that in a mnute, but by and large not related to the
magni t ude of | ocal.

So one of the things you'll see in the
newspapers is that there is no long term studies of
this vaccine, which is factually incorrect. In fact
the first one was published in 1958 in the bulletin
of the Johns Hopkins Hospital. These three studies

and |'ve passed out a bibliography so you have the
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full citations, were studies, an ongoing series of
studies of the folks at Ft. Detrick, and Col onel Phil
Pittman, who many of you know, is working on the
update to that series in even greater detail. The
folks at Ft. Detrick nmade up an evaluation that over
the years has gained in sophistication fromnerely a
synmptom check to a series of lab tests, and in recent
years physical exam nation. And from that data is
our largest core of confidence in saying, you know,
no systematic long term adverse effects from the
vacci nati on.

And Col onel Pittman is devel oping a nass
cohort analysis |ooking back in tinme at nmany of these
enpl oyees with matched controls to gain even greater
confidence in this.

On August  24th, nmy office 1in the
Department of Defense posted the first neeting of a
| ongi tudi nal studies concept. And fact | want to
thank Dr. Poland for taking tinme away fromhis famly
to join us. Also we brought in Martin Myers fromthe
Nati onal Vaccine Program Ofice as well as Ron from
the Food & Drug Adm nistration VAERS program to give
us outside recommendations on how to proceed to, you

know, to be able to pin down to what extent, you
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know, our assunptions and our reasons, judgenents are
in fact factually based.

And this commttee recommended a set of
at least five kinds of studies. A set retrospective
and prospective, internmediate studies, and long term
studies in each. The NRE wants these surveys of
active duty personnel following up on the study of
Tripler Arny Medical Center to go out a little bit
further in tine, database studies of in-patient and
out - pati ent utilizations using the RA nedical
surveillance activities, Defense Medical Surveillance
System And Captain Gay from San Diego is
interested in pursuing sone of these sane kinds of
things as well. And Colonel Pittman's | ook-back
study from the special organizational SIP at Ft.
Detrick would fit in this category.

And prospectively we are evaluating the
feasibility of looking at troops enrolled in VSA
individual training grants, officer cadets, to follow
them over tine, a natural experinent if you wll,
some will be assigned to units vaccinated early and
some will not, and then we can conpare. Take sone
base |ine surveys prior to their vaccination and then

follow them up after their vaccination. And perhaps
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al so take national survey, national cohort studies of
retirees who got vaccinated and those who didn't and
follow them forward in time, or people who separated
from the service without retiring and follow them
over tine.

The fifth category is fundanmentally
different | think, and that is you may know that wth
the Lyne disease vaccine and the varicella vaccine,
manuf acturers established pregnancy registries, such
as was done with the rubella vaccine in the early
"70s, late '60s and early '70s to assess the
fertility effects of the vaccination.

| am gat hering data on how nmany women we
would need to enroll in the study to nake it
meaningful, to see if it's reasonable to perform
this. Certainly we'll conduct it if it 1is of
scientific value. My personal hunch is that we
should just do it for all vaccines rather than just
let it be limted to the anthrax vaccine, but that
certainly is subject to comment.

The next neeting of this board will be on
Sept enber 22nd, so if any of you have any conments on
this or want any nore detail, | certainly can provide

that or take your conments back to them
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I was asked to explain the nedica
exenption system for people who should not get
further doses of vaccine, and it's a set of 12 two
prior groups nedical codes, and this was actually
designed so that it would neet any vaccination, not
just anthrax so you have any positive rubella titer
and being declared imune from the need for rubella
vacci nati on. But for anthrax reactives, t he
tenporary fall weighing well during the course of
pregnancy or while awaiting nedical consultations,
underlying health conditions, etcetera, and a variety
of admnistrative codes so that we can begin to have
a little nore real time assessnent of what's
happeni ng wi th vacci nation delivery.

Back to the side effects, every VAERS
report, well VAERS is the Vaccine Adverse Event
Reporting System nonitored by the Food & Drug
Adm nistration with assistance from the Centers for
D sease Control. Every VAERS report submtted
regardi ng anthrax vaccine, bar none, goes to the FDA
for review by the VAERS staff at FDA

In addition we've asked the Departnent of
Health and Human Services to convene a panel of

civilian medi cal experts i ndependent of t he
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Department of Defense to review every VAERS form
| ooking for any, well naking a causal assessnent to
the extent that they can based on records of the role
of the vaccination. And this slide shows the end of
the pipeline, the reports that have gone all the way
through that were viewed by the Anthrax Vaccine
Expert Commttee, or AVEC, and that's, as of a few
days ago, 314 VAERS reports.

Two hundred twenty-five of those did not
i nvol ve | oss of anyone in 24 hours, did not involve
hospitalization, they are a variety, primrily of
i njection-type reactions, headaches, tinnitus,
mal ai se, and certain non-duty inperative reactions or
events. W're a bit nore concerned about the
inmpai rment of function, so you see the next two
cat egori es. Events that involve loss of duty nore
than 24 hours, but did not involve hospitalization
and events involving hospitalization. And so there
were 72 of the loss of duties, and 17 of the
hospi talizations.

And then this rowis the events that the
commttee based on the VAERS form and the nedical
records that they were able to obtain cane to the

concl usi on on whether they were certainly or probably
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caused by the vaccine, 50 out of 72, 5 out of 17.
This of course includes possibles, unl i kel i es,
uncl assifiables, so it's a bit of a mx. The 50
involve, nostly address the site reactions, but sone
other ones as well. There's hypersensitivity
pneunonitis case anong there. The hospitalization is
five. The five were all inflammation reaction to the
injection site. O the balance, the 12 includes a
Quillian Barre case, a bi-polar disorder case and a
| upus case, a wide variety of kinds of events that
happen to people. Wiether or not the vaccine
precipitated that event, you see the determ nation of
the commttee. Some of these of course are in an
possi ble group, but that, if you' re interested,
coul d provide nore data.

Yes, sir?

AUDI ENCE MEMBER You nentioned the
system c and the severe |ocal reaction rates of about
one percent.

LI EUTENANT COLONEL GRABENSTEI N  Ri ght.

AUDI ENCE MEMBER: If you gave a mllion
doses there should be 10,000. How cone you only have
3147

LI EUTENANT COLONEL GRABENSTEI N: The
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clinicians rarely take the opportunity to report the
events they see to the FDA. | nmean it's a well known
phenonenon wth all drugs, not just vaccines.
Serious events tend to be |less under-reported than
non serious events. There actually was a review

article on the VAERS program in the Journal Vaccine

about a nonth or two ago that reviews that in sone

detail .
DR HAYWOOD: So there were no systemc -
LI EUTENANT COLONEL GRABENSTEI N: Vel |,
no. Vell, okay, the five here are injection site
reacti ons. The hypersensitivity in the pneunonitis

case is a systemc reaction and it is reflected in
this group. But |'ve chosen not to define it by

where it happened by organ system but by inpairnent.

That's how this data is arrayed. |If you would Iike
the data in sone other array, |I'd be happy to provide
it to you that way. I"ve tried to present it in a

way that | think is nost practical or understandable.

Please, if you would prefer me to report it in a
different way at a future nmeeting, |'d be happy to do
so.

One of the questions often asked of us
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is, is this vaccine one of the causes of Qlf War
illness? This line is a summary of the analysis,
eval uations, decisions, conclusions that would say
that it is not. And basically they all use pretty
much the sane | anguage. There is no evidence of a

i nk. And these three studies for the New Engl and

Journal regarding that corroborate essentially the
sanme concl usi on.

The educational efforts that we have to
inform soldiers, sailors, airmen, Mrines and Coast
Quard of the value of vaccination are presented here.

VW have a trifold information sheet that is one of
the key pieces. W have the draft al nost finished of
a quadfold that wil | provide nore extensive
information, and we anticipate collaborating with the
CDC to turn it into a vaccine information statenent
simlar to that available for influenza vaccine and
nost vacci nes.

My of '99 was the first clinical
conference at Ft. Detrick to bring providers and
scientists together to talk about anthrax. V¢ have
the website that 1is kind of ground =zero for
information on the anthrax vaccination program W

have a toll free nunber and e-mmil service to answer
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peopl e's questions, mlitary, civilian, famly
nmenber, civilian provider, what have you.

W have begun a series of site visits and
open houses to go out and explain the facts to fol ks.

You may have discussed this earlier today, we are
about ready to release clinical practice guidelines
that will provide sonme framework definition of cases
and suggested nanagenent procedures for dealing with
reactions of this size or that size, various types.
And it has actually sone value for many vaccines,
especi al ly i nocul ated vacci ne beyond just anthrax.

W are working on, or I amintending to
work on, let me put it that way, a conprehensive
review docunent. You might think of it as a kind of
I P statenent. CDC is beginning to talk about
releasing an ICP statenent on anthrax vaccine that
would bring it together into one docunent, many of
these itens. And a training, video tape of a
training CD ROM al so under devel opnent.

So anthrax vaccine, it's an inactivated
vacci ne. Safe and effective, the FDA says so, and
everything we've accunul ated would agreed with that.

W've seen no unexpected reactions to date, and

surveillance is ongoing. This last bullet is
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probably a  bit too conservative, a bit t oo
optimstic. | think I would like to rephrase it to

say there is no long term adverse event trends

report. W've seen the odd case or two that
represents the -- | nentioned. There's been a couple
of Quiillian Barres that have gone all the way up

through the reporting system one judged possibly
related by the AVEC, one judged unlikely related by
the AVEC | argely based on the tenporal sequence.

But we are actively engaged in assessing
these reports and are trying to present themin the
nost open manner that we can. You know, although our
confidence in the vaccine is strong, we are keeping
an open mnd and |ooking everywhere that we can to

find the informati on we need.

W' Il pause and see what comments you nay
have.

DR PERROTTA: Any questions?

Dr. LaForce?

DR. LaFORCE: Wat's happened to
ref usal s?

LI EUTENANT COLONEL GRABENSTEI N: (h,
thank you, | nmeant to nention that earlier. There is
no central data collection regarding refusals. So
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our best estimate is based on calling around and
tracking down and that sort of thing. The nunber of
refusals seens to have plateaued at about slightly
nore than 200 for the people offered vaccine to date
or required to take wvaccine to date, so it's
sonet hi ng al ong there.

AUDI ENCE MEMBER: I's refusal not one of
t he codes?

LI EUTENANT COLONEL GRABENSTEI N: Ref usa
is one of the codes, but their conpliance with the
codes is inconplete.

DR PERROITA: O her questions?

Interesting. Talking about it |ast night
several of us judged this program as one of the well
t hought out ones from the beginning, taking into
consideration the lessons that we've I|earned and
perhaps not |earned from Persian Qulf War and from
Agent Orange and other things, so | personally think
you are to be commended on this, and | would like to

hear nore as we conti nue.

LI EUTENANT COLONEL GRABENSTEIN: | woul d
i ke that. | mean very sincerely 1'd be happy to
have further conversations. If you would |ike nore

data, please let wus know because we value your
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i ndependent judgenent of what we're doing here, and
if you need nore data to reach those kinds of
concl usi ons, please |et us know.

DR PERROTTA: Ckay.

LI EUTENANT COLONEL GRABENSTEI N: W have
anot her questi on.

AUDI ENCE MEMBER:  Assum ng, getting back
to the 10,000 potential serious reactions --

LI EUTENANT COLONEL CGRABENSTEIN: Correct.

AUDI ENCE MEMBER: -- and you only got
314, which is what three percent of that. Ei t her
this is an extrenely safe vaccine or the surveill ance
system isn't picking up the serious reactions. Can
you cone up with a way of evaluating that?

LI EUTENANT COLONEL GRABENSTEI N: Surely
we are --

MR CRODEL: Let nme make a conment
because I'm not only the victim of npbst of the bad
publicity here, 1'm Harvey CGrodel fromthe Air Force
Surgeon GCeneral's Ofice. And at Dover Air Force
Base where there is an intense interest in this
vaccine, right now out of about 1,100 people
vaccinated we have | think at the present tine 45

VAERS reports. They're extrenely sensitive there.
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There is a great deal of concern about the safety of
the vaccine, particularly ones that were severe. W
just don't seem to see the great nunber of the
adverse events being reported, even in an area where
there is a great deal of scrutiny.

I got ny fourth short yesterday, so
everyone, about 40 percent of the people are going to
get an injection site reaction. You're going to see
that. W even went out and told everybody absolutely
and positively if anybody has any concern about any
vaccine reaction to report it through VAERS. And I
was expecting this huge calls of VAERS cone flow ng
through and we just sinply didn't see that.

BOARD MEMBER  So what you're telling ne
is you think it's really a very, very safe vacci ne?

I think that the adverse reactions are
not as intense to nake patients concerned or
providers concerned about the response to the
vacci ne. Yes, people are having responses. There
are sonme people who had sonme significant responses,
but in general 1 think what we're seeing with the
study in Korea, the study that's there even under
i ntense surveillance, it's not any nore than we woul d

expect to see. And | don't think many of the
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patients are inclined to submt a VAERS report even
when we tell themthey shoul d.

DR POLAND: Renmenber too that what
you're seeing is the difference between an active
surveillance system wth VAERS and a passive
reporting system And those passive reporting
systens are very passive.

AUDI ENCE MEMBER: I under stand, but |
t hought we didn't know the active surveillance system
here, you didn't show us the data for the active
surveil |l ance.

LI EUTENANT COLONEL GRABENSTEI N: The
active surveillance is what's going on in Ft. Detrick
with the 1,700, which is a lot easier to follow up.
And basically if they don't pursue their follow up
eval uati ons t hey | ose their BL4 cont ai nnent
privileges sonehow, nmechani cal | vy, automatical ly.
That gets, nice conpliance. So that's the value with
this data that we're | ooking for.

COLONEL BRADSHAW The other factor |
think to be considered, which we have discussed, is
also the congressional testinony that was about
adverse events is it actually referred to the study

is that with the Defense Medical Surveillance System
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we have active surveillance of all hospitalizations
and anbulatory visits in our population. And when
you couple that with the tracking systemthat we have
for immunization tracking, which we're doing for all
three services, wth anthrax we can link that data.
And so that's part of the prospective and
retrospective studies, is looking at a nore
conprehensive way of picking up potential adverse
events or outcones with the study popul ation.

But as Dr. Poland nentioned, the CDC and
the FDA recognize for all vaccines, not just anthrax
that the VAERS reporting system underreports because
it is passive surveillance. So it's like our, you
know, reportable events list for anything else, you
know, what we <collect is really not a rate of
di sease, you know, or a rate of events, it's nore a
sentinel kind of surveillance system So it's just
one of the conponents that we can look at, but it's a
msnoner to say that this is an actual rate of
events, it's really nore a reporting rate. That's
why the rate is higher at Dover, you know, where
we've enphasized it, than it is in the rest of the
Air Force.

And another factor we probably ought to
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mention, which Colonel Engler would probably want ne
to add, is that a |lot of people are afraid, you know,
to cone in because they're afraid of somne
admnistrative sort of repercussions. Wi ch is why
we in the Air Force and | know the AVEC Committee is
trying to get the word out that we're encouraging
people to report, you know, any adverse event that
they deem m ght be related to the vaccine.

DR POLAND: If | mght just point out

too, last week in the New Engl and Journal there is a

review article on ant hrax.

COLONEL ENGLER: | just think one other
point that should be made is that the know edge of
the delivery sites about VAERS, about exenptions is
frequently | acking. And if there is no supervising
physician or primary care physician, the threshold of
understanding of anything about vaccine adverse
reactions is pretty absent, so that that acts as a
second screen.

W receive nunerous calls, as | said this
norning, of tenporal relationships which should be
reported but were interpreted as well it couldn't be
a vaccine. And then the other thing is that illness

frequently now in our out-patient focused facilities,
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you can be pretty darn sick and not be admtted to
the hospital, so that's also not a threshold for sone
of the problens that m ght be |inked.

LI EUTENANT COLONEL GRABENSTEI N: Qur
nmotto is if it filters up to our office, report it.
Because they've surely gone through several steps
before they found our phone nunber.

DR PERROITA: Ckay, thanks again. [
appreciate it, Col onel.

For everyone, we start at 7:30, bright
and early please.

(Whereupon, at 5:19 p.m, the neeting was

adj ourned to reconvene tonorrow norning at 7:30 a.m)
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